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About the Authors 


Most of the papers in this September 
JOURNAI derived from addresses de 
1959 meeting of the Divi- 
Drug and Cosmetic Law 
Corporation, Banking 
and Business | American Bar Asso- 
he held the 
afternoon and evening of Monday, August 
24, in the Balmoral Club of the Balmoral 
Hotel, Miami Beach, Florida. 

The papers ot! John L. Harvey and 


William W. Goodrich comprised an of 


are 
livered at the 
sion of Food, 
of the Section of 
aw, 
were in 


clation sessions 


ficial discussion of special aspects of 
the Federal Food, Drug, and Cosmetic 
Act. They were delivered at the aiter- 
noon meeting 


Three additional papers, presented at 


the evening dinner meeting, were a 
part of a panel treatment of the 1958 
food-additives amendment to the act 


These papers are the work of panelists 
Kenneth E. Mulford, Bernard L. Oser 
and Arthur A. Checchi. 

Mr. Harvey is Deputy Commissioner 
of Food and Drugs in the United States 
Department Health, Education, and 


Welfare. He entered government service 
more than 30 years ago, as a food and 
drug inspector at Seattle Other Ad- 
ministration posts he has held during 
his long career of civil service include 
those of resident inspector at Salt Lake 
Citv; Chief of Seattle Station: and Chief 
of stern District. Eleven years ago 


We 


the geographical-district system was re 
placed by a functional administrative 
system, and M Harvey became Di 
rector of Litigation. He was later re 


designated Regulatory 


ws 


sn 


Management He became Associate 
Commissioner in 1951, and moved up to 
his present post in October, 1954 

Mr. Mulford, of Wilmington, Dela 
ware, an attorney and is assistant to 
the executive vice president of the Atlas 


1s 


Powder Company; he formerly was gen- 
eral manager of 
chemicals department. A 
District of C 


is chairman of the Food 


iny’s industrial 
member of the 
lumbia bar, Mr. Mulford 
Additives Com 


the c 





mittee of the Manufacturing Chemists’ 
Association 

Dr. Oser is director of Food and 
Drug Research Laboratories, of New 


also serves as scientific 
A biochemist 
the fields of 
logy 


York City. He 
editor of this publication 
with long in 
nutrition, 


the 


experience 
tood 
scientinc 
Dr 
a specialist in human nutrition by 
Board of Nutrition 
American 


tox 
food 


technology, 


and aspects of and 


Ose has been certified as 


the 


drug law, 


and as a 
Board 


American 
clinical chemist by the 
of Clinical Chemists 
Mr member of 
JOURNAL’s editorial advisory board, 
Assistant Counsel for Food 
and Drugs in the United States Depart 
ment of Health, Education, and Wel 


Goodrich, who is a 
the 


General 


is 


tare, and Chief of the Food and Drug 
Division, General Counsel’s Office 
Mr. Checchi serves as assistant to 


Deputy Commissioner Harvey 

Also included 
able paper, “Money-Back Guarantees in 
the Sale of Drugs,” written by Eugene 
M. Elson, an attorney, of Los Angeles 
Mr. Elson his paper the 


in this issue is a valu 


delivered at 
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1958 the ABA Division of 
Food, Drug and Cosmetic Law, held in 
his home city. His contribution analyzes 
the problem which may 
manufacturers or distributors label, ad- 
vertise and sell drug products with a 
“money-back guarantee.” According to 


Mr. 


some lawyers consider such a guarantec¢ 


meeting of 


arise when 


Elson, many manufacturers and 


protection from any attack against other 
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representations made in connection with 
the sale of the product. He views the 
question in the light of the applicable 
federal statutes and of the decisions of 
the courts construing them 

This month, the continuing featuré 
“The Scientists’ Forum,” edited by Dr 





Meetings of Food and 


American Bar Association—Division 
of Food, Drug and Cosmetic Law.— 


Following the recent ABA meeting at 
Miami Beach, the following list of 
officers and committee chairmen (for 
1959 1960) of the Division or Fo od, 


Drug and Cosmetic Law was released 

by that division 

Charles Wesley Dunn, chairman, 608 
Fifth Avenue, New York 20, New 
York 


M ichae ] F 
Building, 


Markel, vice chairman, Mu 
Washington, 4, D. ¢ 


Edwin L. Harding, Kellogg 
Company, Battle Creek, Michigan 


sey 


secretary, 


Executive Committee 
Chairman of the division 
Vice chairman of the division 
Secretary of the division 
Chairmen of standing committees and 
members at large, as follows 
Albert L. Cuff, General Foods Cor 
poration, White Plains, New York 
Arthur C. O’Meara, 4115 Packers 
Avenue, Chicago 9, Illinois 
Walton M Wheeler, 740 
Alabama Street, Indianapolis 
Indiana 


South 
> 


Food Law Committee 
Samuel A. McCain, chairman, 17 Bat 
tery Place, New York 4, New York 

Drug Law Committee 
James F 
42nd 
York 


East 
Ne WwW 


Hoge, chairman, 41 


Street, New York 17, 


Oser, presents Part 1 of the third re- 
port of the Joint FAO/WHO Expert 
Committee on Food Additives 
Drug Men 
Cosmetic Law Committee 
Fuller Holloway, chairman, Shore 
ham Building, Washington, D. 


Beverage Law Committee 
John T. Tabor, chairman, 
mar Boulevard, St 


1300 Del 
Louis 3, Missouri 


Food Standards Committee 


H. Thomas Austern, chairman, Union 

rust Building, Washington 5, D. ¢ 
Food Additives Committee 

Kenneth E. Mulford, chairman, Atlas 


Powder Company, Wilmington 99, 

Delaware 

Food, Drug 
Laws Committee 

Michael F. Markel, chairman, Mun 

Building, Washington 4, D. C 


Uniform and Cosmetic 


sey 


Liability Law Committee 
Mintener, chairman, 


Terrace ‘ \V 


Products 
475 


ishington 7, 


Bradshaw 
Berkeley 
D.C 

Association of Official Agricultural 


Chemists.- 
ice to the 


Seventy-five years of serv 


American consumer will be 
celebrated at the annual meeting of the 
Association of Official 

Chemists, to be held at the 
Hotel in Washington, D. C 
12-14, the association 
Nearly 1,000 persons are expected to 
attend the 
50 different 
covered Al] 


scientific 


Agricultural 
Shoreham 
October 


has announced 


meeting, where more that 


fields of interest will be 
sessions will be open t 
interested workers and to the 


public 
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In the Food and Drug Administration 


E. M. K. Geiling, M. D., Appointed 
to FDA Post.—FE. M. K. Geiling, M. D., 
formerly a professor of 
pharmacology at the University of Chi- 
cago, has been appointed to the scientific 
staff of the Food and A dminis- 
tration, it announced on August 
28. Dr. Geiling will Medical 
Officer and head of the Pharmacody- 
FDA’s Division of 


distinguished 


Drug 
Was 
serve as 
namics Branch of 
Phar mact yl yy 
Drugs 
Geiling’s 


Commissioner of Food and 
George P. Larrick said that Dr 
knowledge of the 


action of drugs and 


chemicals in the human system will 
strengthen FDA’s programs of con- 
sumer protection and will also aid the 
food, drug and cosmetic industries in 


to the thei 


*s responsibilities 


matters relating Safety oft 


products. Dr. Geiling 
include testing and evaluation of 
safety data for 


chemicals, food additives, coal-tar colors, 


will 
new drugs, pesticid 
and cosmetics 

Dr. Geiling received a Ph. D. degree 
from the Illinois in 1917 
and his degree in medicine from Johns 
1923. He served 


as associate professor in pharmacology 


University of 


Hopkins University in 


? 


at Johns Hopkins until 1935, 
became professor and chairman of the 


when he 


pharmacology at the 
Chicago. Following his 
University of Chi- 


department of 
University of 
retirement from the 


cago, he has served as visiting profes 
sor at the University of Minnesota, the 
University of Michigan, the University 


of Rochester and Cornell University 


Dr. Geiling’s professional-society mem 
berships include the Institute of Medicine 
| 


of Chicago, the Medical and Chirurgical 


ryt 


o>) 


Faculty of the State of Maryland, the 
Society of Pharmacology and Experi 
mental the Society for 
Clinical Investigation, the American 
Chemical Society, the American Medi 
cal Association, the 
Physicians, and the German 
Society He 


he rapeutics, 


Association ot 
American 


Pharmacological received 


the annual award of the American 
Therapeutic Society in 1956 and was 
awarded an honorary Doctor of Sci 


Tohn’s 


ence degree by St University 


(Brooklyn) in 1958 
Dr. Geiling will assume his new 
October 15 


posi 
tion on 


Increased Appropriation.—Followin 


in round numbers, are comparisons in 


recent over-all appropriations for the 
Department of Health, Education, and 


Welfare, accordir e to a recent release 


by the Department 
Year Appropriations 
1954 $1,938 ,000,000 
1958 2.749.000.000 
1959 3,242,000,000 
1960 3,454,000,000 
Thus, the amount appropriated fo 
1960 is $1.516 billion above that f 
1954, $705 million above that for 1958 
and $212 million above that for 1959 


Among the primary elements ac 


counting for the $212 million increase 
over the 1959 figure is 
federal food and drug laws, 
$10,917,000; 1960 


$2,883,000, or 26.4 per cent 


entorcement ot 
as tollows 
1959 $13,800,000: 


increase, 


[he appropriation increase will en 
able the Food and Drug Administra 
tion to add about 348 positions. This 
will bring the total staff to approxi 
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mately 1,660, a level consistent with 
the minimum rate of expansion recom- 
mended by a citizens advisory com- 
mittee in 1955. Approximately $349,000 
of the increased funds will be used to 
cover full-year salaries of employees 
added to the rolls for only parts of 
last year. 

The remainder of the increased funds 
will 


(1) Provide 
administration of the 
amendment to the law, 
year, and specifically for the handling 


$480,800 for continued 
food-additives 


enacted last 


of the increase expected in the number 
authorization to use 
pro- 


ot requests tor 
food additives he 
vide for additional scientific staff mem- 
submitted 


increase will 


bers to review safety data 
by manufacturers and to set safe limits 
for permitted food additives and also 
for additional inspectors and chemists 
to inspect factories and examine sam- 
ples to make sure that only permitted 
additives are used and that their use is 
in compliance with safety regulations 
established. Additional administrative 
staff members are also provided for 
(2) Provide $967,800 to increase the 
inspections of food, drug 
factories trom 21,840 to 
Irequency Of inspections 
about 
every 


number of 
and cosmetic 
27,000 and the 
from an 
4% years to 
The number of samples examined fot 
adulteration misbranding will be 
increased from 29,750 to 33,000, 
other investigations carried out in FDA 
field offices and laboratories will be 
similarly stepped up. This item in- 
cludes the cost of staffing and equipping 


district office and laboratory at 


average ol once every 


once tour years 
and 


and 


a new 
Dallas, additional staffing and new 
equipment for the Atlanta office and 


laboratory, and modernization of other 
district facilities 

(3) Provide $670,200 to conduct re- 
search on health problems as a guide 
and to develop 
methods 


to enforcement policy 
and improve the laboratory 
necessary for such research and for the 
and cos 


foods 


examination of drugs 


metics in FDA field laboratories. Ex 
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amples of projects in this category 
follow: a study of the possible carcino- 
genicity of container waxes; a substan- 
tial increase in surveillance of foods for 
radioactivity; development of methods 
for identifying and measuring pesticide 
residues in foods; investigation of toxic 
properties of fatty acids; development 
of methods for evaluating bacterial cor 

tamination of foods; 
ment of methods of drug and « 


frozen improve 


I osmetic 
analysis; and additional activity in the 
establishment of food standards 

(4) Provide $187,900 to conduct ad 
ditional laboratory and clinical studies 


to assure the safety of new drugs and 


to expedite the handling of safety clear 
ance of applications for the marketing 
of new drugs, and to conduct 
support additional cour 


misbranded drugs ane 


studies 
necessary to t 
actions against l 
medical devices 

(5) Provide $124,900 to promote vol 
untary compliance with the law througl 
positive educational programs conducted 
for and with the cooperation of regu 
lated 
understanding the protection afforde 
by the law, and how to take 
of it; and to further the 
relationships with state and 


aid consumers it 
led 


industries; t 


advantage 
cooperative 
local er 
forcement officials 

(6) Provide $102,400 for 
activities in the 
administrative 


essential 
supporting helds of 


program planning and 


management 
Weight-Reducing Products and 

Schemes.—At a news conference held 

on September 2, Arthur S. Flemming 


Secretary of Health, Education, and 
Welfare, released a statement on so 
called “weight reducers.” He stated, 
in part 

“The American Medical Associatio 
has estimated that overweight Ameri 


cans are being fleeced of $100,000,000 a 
year in their purchase of spurious diet 
de vices 


Sum 


aids and useless mechanical 
Postmaster Arthur EF 
merfield has stated that reducing schemes 


lucrative of 


General 
are probably the most 
medical frauds today, and that use o 


(Continued on page 583) 
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“COMMON OR USUAL NAME” 


By JOHN L. HARVEY 


This Speech, Delivered at the Annual Meeting of ABA's Division of Food, 
Drug and Cosmetic Law, Held in Miami Beach on August 24, Offers Solutions 
to the Problem of Providing Palatable Substitute Words for ““Jawbreakers"’ 


wba 403(i) of the Federal Food, Drug, and Cosmetic Act 
a 


states that a food shall be deemed to be misbranded: 


If it is not subject to the provisions of paragraph (g) of this section unless 


its label bears (1) the common or usual name of the food, if any there be, and 
(2) in case it is fabricated from two or more ingredients, the common or usua 
name of each such ingredient; except that spices, flavorings, and colorings, othe 


than those sold as such, may be designated as spices, flavorings, and colorings 
' 


without naming each: Provided, That, to the extent that compliance with the 
requirements of clause (2) of this paragraph is impracticable, or results in decey 
tion or unfair competition, exemptions shall be established by regulations pro 


mulgated by the Secretary 


Since paragraph (g) of this section refers to foods which purport 
to be, or are represented as, foods for which definitions and standards 
of identity have been prescribed, we find that for all other foods listing 
of the common or usual name of each ingredient is required, as a 
part of the label, unless exemptions are established in regulations promul 
gated by the Secretary of Health, Education, and Welfare. 

In order for the Food and Drug Administration to grant any relief 


from the general requirement of the common-or-usual-name listing of 


At 
on 
vw 
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Mr. Harvey—Deputy Commissioner 
of Food and Drugs, United States 
Department of Health, Education, 
and Welfare—Has Been in Govern- 
ment Service for over 30 Years 








ingredients on the label, either the food involved must be dealt with 
under an identity standard or it must be found that listing the ingre- 
dients by the common or usual name is impracticable or results in 
deception or unfair competition, and the Secretary or his authorized 
delegate must establish and promulgate a regulation containing such 
finding. 

Fear of Unknown as Factor in Problem 

The objections to declaration of the common or usual name of 
each ingredient that have been expressed, so far as I know, relate 
entirely to the view that many names of “chemical” components of 
food are long, contain many syllables, are difficult to pronounce, and 
are not informative to consumers because they are not words with 
which consumers generally are familiar. It is further said that such 
words are ominous-looking and frightening; presumably, this means 
that the appearance of such words in the lists of ingredients induces 
in the minds of consumers a fear of the unknown. 

The view has been expressed that the consumer's interest, and, 
therefore, the manufacturer’s and seller’s interest would be better 
served if the law required, in lieu of the common or usual names of 
the ingredients, a statement of the functional value or purpose intended 
to be served by the ingredients. I think that obviously this is thought of 
in terms of alternates, since I do not suppose it is suggested that func 
tional-purpose statements would be substituted for such familiar names 
as “flour,” “water,” and so on. However true it may be that in some 
instances a statement of functional value or purpose in lieu of the name 
of the ingredient might better inform consumers, it is equally true that 
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Congress did not adopt that scheme or approach in its enactments 
with regard to labeling requirements for ingredients generally. The 
Congress did adopt, in Section 403(k), a requirement that where 
artificial flavoring, artificial coloring, or chemical preservatives are 
used in foods, labels must bear a statement of that fact. Since it 
had authorized designation of flavorings and colorings for declaration 
under Section 403(i)(2) by generic language, it did to this extent sub 
stitute a generic term descriptive of the functional purpose for the 
common or usual name of the ingredient. It is to be noted, however, 
that in adopting this approach for flavorings and colorings, it did 
not do so for preservatives. Indeed, where a preservative is one 
of the ingredients from which a food is fabricated, the common or 
usual name of that preservative must be declared in the ingredient list 
on the label and the fact of its being a preservative must also be 


declared under the terms of Section 403(k). 


No Power in Law to Require Use of 
Functional-Purpose Statement 

It has been suggested that great advantages accrue to consumers 
by the use of the functional-purpose statement, but it seems apparent 
that power to require such a statement either in connection with or in 
lieu of the common or usual name of ingredients other than flavorings 
or colorings does not exist in the law. Should the Food and Drug 
Administration undertake to revise the law by uttering a policy by 
Executive fiat, it would do that which the law neither expresses nor 
contemplates. 

If this is true, the best that can be done is to explore what can be 
done under existing law. In so expressing it, obviously it is not 
intended to foreclose the right of petition to Congress for amendment 
nor do I reach the question of our position on amendatory proposals 
While the bare premise upon which we start is avoidance of the use 
of complicated technical names of ingredients which are at least rela 
tively noninformative to consumers, we also move into the area of 
thought which boils down to one in which exemption would be granted 
from the use of the name by which the thing is now commonly known, 
conditioned upon the substitution therefor of a functional-purpose 
statement. 

This, of course, raises the question of whether the power to 
exempt because of impracticability or of a deceptive result or of unfair 
competition carries with it the power to require a functional-purpose 
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statement as a condition of the exemption. Possibly this result is a 
fair contemplation of the language and intent of the proviso of Section 
403(i)(2), but I find this conclusion difficult to arrive at. 


Questions Arising in Situation 

Our difficulty arises from the fact that Congress did provide for 
this result in authorizing generic names of flavorings and colorings 
and did avoid this result in its Section 403(k) language with regard to 
preservatives. It may well be argued that it also avoids that result 
with respect to substances other than flavorings or colorings. It is to 
be reasoned that it sought to accomplish that result with respect to 
flavorings and colorings because the names, or at least the chemical 
names, of flavorings and colorings are sometimes—if not often— poly 
syllabic, complicated chemical words. In any event, it would seem 
that the validity of the doubts as to whether Congress provided or 
intended that the substitution of functional-purpose language for 
names of ingredients is of sufficiently persuasive quality that the 
Secretary should not come so close to legislating as would be the case 
if he chose to issue a regulation which had the effect of substituting 
a functional-purpose declaration for the name of the ingredient. If 
he did reach such a conclusion, how would he delineate the instances 
in which the labeling is expected to adhere to the text of the law and 
when he should require the functional-purpose statement? How can 
it be predetermined or who is to devise the definition? Will it be 
specific enough to have a place in a statute of this kind, which will 
indicate what names are likely to frighten or disturb a consumer and 
what names are to be accepted as “old shoe”? 

There may be means of meeting this situation that can be kept 
a nice respectable distance from any suggestion of administrative legis- 
lating, and if there are ways of getting at it, it would seem to be that 
those should be preferred unless, of course, they are “impracticable.” 
Certainly, the law clearly provides for the inclusion and addition of a 
voluntary statement of the functional-purpose of an ingredient or of 
all of the ingredients as long as such statement is truthful and not 
misleading. 

To the extent that manufacturers wish to give added benefit to the 
purchaser of their products with information of that kind, the way is 
wide open for them to do so, but it is not mandatory. This, of course, 
does not deal at all with the proposition of avoiding the common or 


usual name, if any there be 
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Seeking Solution 

Now let us consider whether there are practicable means of pro 
viding palatable substitute words for the jawbreakers which are caus- 
ing us so much concern. First, under Section 401, we find that the 
Secretary has the power to standardize any food or class of food 
and to specify the name of a food for which a definition and standard 
of identity have been prescribed. This name is to be the common 
or usual name as far as is practicable. Where there is no such 
name, the Secretary may—as he did in the case of enriched flour 


coin the name in the standard. He also may designate the names of 
} 


the optional ingredients permitted in the standard which shall be 
declared on the label. One court of appeals has upheld the generic 
designation of such ingredients, that is, “emulsifier added.” Now, how 
would this help our situation? Let us remember that the ingredients 
of a food that we are talking about are themselves food—that is to 
say, the components which are used in fabricating foods are each by 
law designated as foods themselves. This suggests that an ingredient 
which now bears a name in the Jawbreaker class, if made the subject 
of a definition and standard of: identity, could enjoy whatever power 
the Secretary has under the standard-making procedure to specify the 
name by which our component food is to be known on labels. Thus, 
if butylated hydroxy anisole were made the subject of a standard of 
identity and its name were specified in that standard as “BHA,” the 
term would be the appropriate designation as the common name of the 
substance when it is added to a fatty food for the purpose of prevent 
ing rancidity or oxidation. Also, there might be a class standard for 
fat preservatives which would include BHA, BHT, propyl gallate, etc 

This, therefore, would seem to be one means whereby names could 
be adopted and might give some relief from jawbreakers. It is not 
too clear to me what kind of evidence would be involved to enable the 
Secretary to select and specify a name which is different from that 
under which the standardized food, as used heretofore, has been gen 


erally sold and recognized. 


How Is Food-Product Name Derived? 
This leaves us with one good field of exploration. How is a 
food product christened? Well, it is apparent that in many in 
stances it is christened by chemists who, at least from the stand 


point of the objective being discussed here, are bound by a traditional 
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system of nomenclature. I think it may be said that while the chemucal 
name of a substance is always to be derived by standard nomenclature 
procedures, as a matter of fact whenever we have a new product we 
have much the same opportunity to dictate the name to be given .t 
that we have when we have a new baby. 

ed 
and traded in under a particular name which is not deceptive, that 
name by which people know it is its common and its usual name. This 
is, of course, not true if that name is trade-marked and not commonly 
available to all who may wish to use it. But barring proprietorship 


If a food article appears on the market and is accepted, purcl 


rights in the name, the producer of a new product has full power to 
give it a good name. He is not barred from use of a proprietary or 
trade-mark name as well. As someone has expressed it, he can, if he 
wishes, market “Plink” brand of “Plunk,” and he can protect through 
out the courts of the land the “Plink” brand name and dedicate the 
“Plunk” common name to the world at large. Thus we say that the 
common or usual name is merely that name by which the thing is 
commonly known; if it Starts out being commonly known by a par 


ticular word or group of words, the problem is solved 


Main Concern Not for New Products 

Now, of course, much of the concern that has been manifested has 
not centered around this situation where we have a new product in a 
brave new world, with the full privilege of christening with the hap 
piest of possible terms. Much of our concern exists because of prod 
ucts that are some time—or for a long time—on the market and still 
have no name except a many-syllabled chemical designation, perhaps 
aptly characterized as a “jawbreaker.”’ 

What can be done to change a name once there is established a 
name by which a substance is known? We are all familiar with the 
process of changing the name of a person by judicial decree pursuant 
to a petition showing reasonable grounds therefor. This procedure 
is not available to us in naming commodities, at least under the pro 
visions of the Food, Drug, and Cosmetic Act. Determining the com 
mon or usual name is a factual process and is not to be done by the 
wave of a pen. It is not, however, in my view so difficult or com 
plicated as to be at all impossible. While it is true that the manu 
facturer of a new product, where he has no competition, has the power 
to decide the name by which it shall be known, the manufacturer of a 
product which is not exclusive to him must, I think, in order to de 
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velop a new commonly accepted name, have the cooperation of those 
who manufacture and distribute the same article. If the name—not 
trademark—is used on the product for a reasonable period of time so 
that there is reasonable ground for believing that the name and the 
product are associated in the minds of buyers and users, that name ts 
acceptable as the common or usual name of the article. This, in my 
view, need not take a long period of time. Indeed, a product that is widel) 
distributed and moves fast should be able to establish the proper con 
nection between the name and the product in a very short time. During 
the period that this is being done, the despised jawbreaker would be 
carried parenthetically; as soon as there would be reasonable asso 
ciation between the adopted name and the product, the parenthetical 
jawbreaker could be dropped. If the food and ingredient industry 
generally should choose to proceed in this fashion, it would be con 
fronted primarily only with the problem of establishing some systen 
of reaching an agreement among different manufacturers as to the 
name selected for general use in order to establish it as a common o1 
usual name 

I think the Food and Drug Administration can be of some assist 
ance in its publication of regulations under the food-additives amend 
ment, particularly where a new product is involved, by including the 
proposed common name as a part of the publication. | do not at the 
moment see that the Food and Drug Administration can be of great 
direct assistance in establishing some form of clearing house for sele« 
tion by agreement of a name for a product already in distribution 
We can cooperate in the recognition of the developed common name 
whenever it is reasonable to do so, and I am sure that the resources 
of industry generally are such as to enable the establishment of som: 
system of clearance and agreement so that different manufacturers 
would not undertake to establish different common or usual names 


for the same product. 


Proposition That Codex Be Established—Dangers 
| have heard and read some discussion of the proposition of estal 
lishing a codex to be operated and maintained by an appropriate com 
mittee. It seems to me that there is a danger of an overelaboratior 
and an unnecessary amount of machinery’s being employed to accom 
plish the objectives which are sought. 
The approval of a name in a codex or other compendium does 


not in and of itself have anything to do with the common or usua 
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name of an article which is still a question of fact. A decision by a 
committee published in a codex has no force and effect in changing 
the facts of the matter. Indeed, it has been held—for example, in the 
Crescent-Kelvan case—that designation in a compendium does not 
determine the common or usual name. 


I do not see that the codex idea providing names and monographs 
for food additives in itself will be particularly useful in the common 
or-usual-name problem. It seems to me that a sort of clearing house 
to avoid different manufacturers’ endeavoring to establish different 
names for the same substance is all that is needed for this purpose. 
A compilation or a dictionary of common or usual names, together 
with chemical names, might be useful, but this would be a mere com 
pilation based upon existing facts and would have little effect in 


christening or creating names. 


Suggestions for Solution 

Therefore, it seems to me that the problem presented can reason 
ably be covered by the solution I suggest. First, with a new product, 
name it, and use that name so that the very marketing of the product 
establishes the association. With a product already in distribution, 
reach an agreement, name it, and carry that designation parenthetically 
with the chemical name for a reasonable time. Thereafter, when the 
short and understandable name has become the common or usual 
name, the parenthetical chemical name may be dropped and the prod- 
uct may be designated by its established common or usual name. You 
are able to avoid trade-mark duplication by search of records, and once 
it is found that a proposed common name is not restricted by trade 
mark registration, it may be adopted and the fact of its common usage 
developed by use. 

This solution would not solve your laudatory desire to give func 
tional-purpose information, but would not in any wise circumscribe 


your right to do so voluntarily. [The End] 


¢ VOLUNTARY PROTECTIVE ACTIONS BY FIRMS ¢ 


Two hundred and thirty-eight individual plant improvements, cost 
ing nearly $4 million, were made voluntarily by food and drug manu 
facturers and warehousemen during the fiscal vear 1959 to aid in 
protecting American consumers, the Food and Drug Administration 
announced in its September report on enforcement and compliance 
In addition, 8,000 tons of unfit foods and $176,000 worth of substandard 
drugs were removed from the market in 1,228 voluntary actions 





The Food Additives Committee 


of the Manufacturing Chemists’ Association 


By KENNETH E. MULFORD 


This Paper, Also from the Recent ABA Meeting, Notes That While FDA Offi- 
cials Have Greatly Cooperated with Industry Re Food-Additives-Law Prob- 
lems, Industry Must Bear Its Full Share of Responsibility for Seeking Solutions 


N CHOOSING A SUBJECT for this meeting, I thought that 
a discussion of some of the problems that led to the formation of 
the Food Additives Committee of the Manufacturing Chemists’ 
\ssociation, the nature of its work, and a summary of what it has done 
might be of interest. It may also throw some light on current problems 
under the food-additives amendment of 1958, as well as those that may 
arise in the future. 
If vou feel, as many do, that the situation is confusing today, 
[ can assure you that a look at the picture as it existed ten years ago 
would give you encouragement. You will recall that in May, 1949, the 
Keefe resolution to authorize a select committee to investigate chemicals 
in foods had been introduced into the House of Representatives, and 
that this ultimately led to the formation of the Delaney select investi 


gating committee in June of 1950. 


Food and Drug Commissioner Paul Dunbar and Associate Com 
missioner Charles Crawford had each indicated the need for consider 
ing a pretesting amendment, as indeed had our chairman, Charles 
Wesley Dunn. The controversial hearings on standards of identity for 
bread had closed, but the issues remained unresolved. The conflict 
ing and highly technical nature of the testimony on the safety of some 
of the proposed ingredients had left even the more experienced food 
technologists in a state of confusion about what might or might not be 
adequate testing. In the midst of all this, the pesticide industry, with 


considerable trepidation, was approaching public hearings under Sec 
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tion 406 of the Act to establish safe tolerances for pesticide residues 
in or on foods. 

As a result of these developments, certain top executives in the 
chemical and food industries saw the need for the organization of 
specialized groups to study the food-additive problem; to develop 
authoritative material and guideposts for use under the existing law; 
and to consider proposed amendments to the Federal Food, Drug, and 
Cosmetic Act. 

Early Developments 

One of the first steps taken was to hold a conference on food pro 
tection in Washington in December, 1949, under the auspices of the 
Food and Nutrition Board. This conference, attended by many repre- 
sentatives of the chemical and food industries, resulted in the appoint- 
ment of an ad hoc organizing committee. This, in turn, eventually led 
to the organization of the Food Protection Committee of the National 


Research Council, which met for the first time in the fall of 1950. 


In 1950, the Manufacturing Chemists’ Associatioa formed a com 
mittee—composed of toxicologists, chemists, doctors, labeling experts, 
and lawyers—now known as the “food additives committee.” Since 
the National Agricultural Chemicals Association had established com 
mittees to help organize and advise on presentations at insecticide 
tolerance hearings, the food additives committee of MCA confined 
its work to food additives other than pesticides. 

\t this time, too, publicity was being given to charges about the 
dreadful effects of chemicals in foods. The so-called “poison pen” 
writers emphasized, with relish, results of high-level feeding studies, 


without bothering to mention the safety of additives when fed in 
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quantities many times greater than the levels actually employed in 
foods. Since the recommended procedures for establishing safety 
included long-term feeding studies at sufficiently high levels to pro 
duce significant toxicological results, they provided fodder for reckless 
charges, based upon unconscionable distortion of scientific data. 


The public was understandably concerned. Efforts to counteract 
this campaign with accurate information made slow progress. The 
food protection committee, while of unimpeachable prestige, was still 
formulating the scope of its activities and, in any event, could not 


engage in rebuttal of unscientific scare articles 


However, several developments helped to stem the tide. In 
June, 1951, the food protection committee pronounced the basic prin 
ciple that a distinction must be made between the toxicity of a sub 
stance and the degree of hazard involved in the quantity and manner 
of actual use. The following December, the food protection committe: 
issued its first publication, in the form of a helpful, factual statement 
explaining the need for chemical additives in foods. In an effort to 
bring about some further clarification, the MCA food additives com 
mittee recommended an interindustry conference on chemicals in foods 
which was held in New York City in January, 1952, under the associa 


tion’s sponsorship. 


By 1953, the MCA committee quietly and effectively began to 
emphasize the principle of safety for intended use as distinct from that 
absolute safety and from the poisonous-per-se doctrine, which was 
beginning to be enforced quite literally by the Food and Drug Adminis 
tration. Many prominent people in the field, however, failed to under- 
stand that every use involves some hazard and that there its no such 
thing as absolute safety. Others failed to comprehend ube importance 
of the criteria of safety for intended use—largely, I believe, because 
they were loath from a public relations viewpoint to admit that inges 
tion of massive amounts of many common food ingredients could 


be harmful. 


In the fall of 1954, the food protection committee issued a publica 
tion entitled Principles and Procedures for Estimating the Safety of 
Intentional Chemical Additives in Foods, which hit hard on the point that 
it is impossible to establish absolute assurance of safety. It defined 
the term “safety” as “the practical certainty that injury will not result 
from the use of the substance in a proposed quantity and manner,” 


and went on to outline the types of tests which could be used bv prop 
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erly qualified scientists to evaluate safety. With the publication of 
this report, a great stride was made toward clarification of a funda- 
mental issue. 

At the same time, the food additives committee faced many serious 
legislative problems. At an early date it approved the principle of 
amending the law to provide for prior notification and presentation of 
all toxicological data to FDA before introducing a new food additive 
into interstate commerce. The very able food protection committee's 
report showed how unscientific the poisonous-per-se concept was 
There were other issues—the definition of a food additive; the role of 
functional value; use of advisory committees, as in the pesticide 
amendment; appeal procedures; and the basic question of whether 
FDA should have the right of prior approval rather than its traditional 


police powers through injunctions. 


Meetings with Representatives of 
Industry and Government 


During the years 1955 through 1957, members of the food addi- 
tives committee held many meetings with industry and government 
representatives in an effort to reach an agreement, insofar as possible, 
on these issues. Throughout these years, the committee remained 
adamant in its position that, with the exception of pesticides, it con 
sidered all substances the normally intended use of which resulted in 
a food residue to be food additives in the generic sense. Frequently, 
groups interested in specific types of incidental or intentional additives 
proposed that the committee recommend their exemption from control 
under any proposed food-additive law. On these occasions the com 
mittee uniformly advised that it would not propose class exemptions 
and that, if exceptions were to be made, it was up to the proponent 
to make the proposal to FDA and Congress. It is now evident that 
some of the most difficult problems under the food-additives amend 
ment of 1958 are being encountered by those who wishfully sought in 
one way or another to be excluded, instead of coming forth with con 
structive, positive proposals. 

In 1957, the United States Department of Health, Education, and 
Welfare introduced the first administration bill recognizing the con- 
cept of “safe for the intended use,” in effect discarding the poisonous- 
per-se doctrine. During House hearings on this bill, H. R. 6747, and 
other pending additive measures, a distinguished panel of scientists, 
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recommended by Dr. Detlev Bronk of the National Academy of 
Sciences, was called together. It was a matter of considerable pride 
to the food additives committee and, indeed, a tribute to the calibre 
of its professional members that three of its members were selected: 
Drs. John Foulger, Henry Smyth and Howard Spencer. 

Lawrence Coleman, then chairman of the MCA food additives 
committee, also took part in House hearings. He said that while MCA 
favored a policing or prior-notification-type bill, it thoroughly approved 
of the Administration’s proposal for making it clear that the crucial 
test was whether or not an additive was safe for its intended use. 
Mr. Coleman also recommended other changes in the Administration 
bill in the event the committee decided to adopt it. These included 
elimination of the “functional value” test and the proposal that some 
review procedure other than that normally used under the Administra 


tive Procedure Act should be included. 


As a result of the House Interstate Commerce subcommittee’s 
study, its chairman introduced a bill last summer which corresponded 
closely to the Administration’s bill but which contained amendments 
reflecting many of the strongly held views of MCA and other industry 
groups. The MCA food additives committee’s recommendation for 
endorsement of this bill was backed by the association’s board of 
directors. The President of MCA, General John Hull, in letters to 
the House and Senate committees handling the legislation, strongly 
urged its passage. 

This bill had almost unanimous support of various industry 
groups. It became the food-additives amendment of 1958, with the 
last-minute addition of the controversial Delaney Amendment, on 


which there was no opportunity for hearings. 


Nine-Year Effort Ends 


With the submission of comments on regulations proposed by 
FDA under the new law, the food additives committee marked the 
end of a nine-year effort to help the public, the government and 
the food industry strengthen the protective features of the law, at the 
same time making it sounder scientifically and preserving opportunity 
for future improvement of the Nation’s food supply. Back in 1952, 
Dr. Howard Spencer, the then-retiring chairman of the MCA com 
mittee, predicted that the “MCA Committee now stands at a threshold 
of increased demands on its time” and said that, while members had 
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given a great deal of attention to these matters, it appeared that even 
greater efforts would be needed in the days immediately ahead. This, 


I fear, is the situation today, too 


The new law has been on the statute books for only a year, and 
experience under it is quite limited. However, a substantial number 


of important problems have arisen. 


Question of State and Local Legislation 


One current problem, for instance, is the outburst of state and 
local legislation that may be triggered by the federal Act. The MCA 
committee stands for the basic principle that state and local food 
additives legislation should conform to federal standards and practices 
without requiring additional—even though parallel—action to meet 
requirements of various states and local governments. The new 
German food law and also various proposals in Latin America have 
already had an impact on international trade, including exports fron 


this country. 


Then there are administrative and rule-making problems. Participa 
tion in the clarification of informal, unpublished changes in agency 
policy often have consequences for industry as grave as formal regula 
tions. For example, a change in the number of animals required for 
proper toxicological feeding studies could turn out to be a substantial 
added expense when previously acceptable procedures have already 
been employed. Thus, we are entering a phase where effective and 
continuous communication between industry and the FDA is vitally 


important—no less so than when the law was being drafted 


Implications of Delaney Amendment's Wording 
Call for Study 


Many of us were apprehensive about the implications of the 
Delaney Amendment when this provision was offered in Congress 
Our fears about the impact of this provision have already been realized 
in the animal-feed and veterinary fields. Questions have also been 
raised about the application of the Delaney Amendment to nor 
carcinogens, the feeding of which under extreme circumstances, not 


encountered in actual use, may result in cancer as the secondary effect 


of irritation or the like. The implications of the wording of this 


amendment call for serious study in the days ahead. 
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\nother problem of concern to the chemical and food industries 
and to FDA is the development of understandable common names for 
complex chemical compounds. In response to Commissioner George 
Larrick’s call for action, Mr. Dunn asked Bernard Oser to form an 
ad hoc committee to study ways in which simplified, common or usual 
names could be developed. The ad hoc committee included, among 
others, representatives of the government, food and chemical industries 
It recommended adoption of methods and procedures similar to those 
used by the American Standards Association for the development of 
common names for pesticides. 

Such a project, however, must have a sponsor. The Food and 
Drug Administration does not feel, for understandable reasons, that 
it should undertake this role. An effort to interest the food protection 
committee in acting as sponsor was unsuccessful. Consequently, mem 
bers of the ad hoc committee are continuing their efforts to obtain a 


group to undertake the sponsorship of this project 


New York State Bar Association Proposal 

\s you may recall, in a parallel action the Section on Food, Drug 
and Cosmetic Law of the New York State Bar Association proposed 
that FDA authorize use on labels of functional names which are 
understandable to consumers, provided they are followed by a number 
filed with FDA identifying the additive’s scientific name so that all 
persons who are interested may determine it. The New York bar 
group recommended that FDA authorize such labeling under Section 
403(i1), Clause 2, which expressly provides for exemption by regula 
tion where the only name available would be impractical or deceptive 
for labeling purposes. 

In reply to this proposal, Commissioner Larrick suggested that 
the standards-ot-identity procedures be used to establish various 
classes of additives under an acceptable functional name with identi 
fication numbers for specific members of the class, which could then 
be used for labeling purposes. This possibility was discussed further 
in Deputy Commissioner John Harvey's paper at this meeting. How 
ever, food and chemical manufacturers generally oppose the use of 
complicated standards-of-identity procedures for this purpose. It is 
feared that standards of identity would inherently involve govern 
mental standardization of specifications for the product—a scientifi 
matter entirely separate from the need for understandable label names 


for legal additives 
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The position of the MCA food additives committee on this label- 
ing problem is this: It endorses the principle of using simplified 
names for labeling, but it does not favor the standards-of-identity 
approach. Rather, it approves, in principle, the New York State Bar 
Association proposal, although without prejudice to the proposed 
American Standards Association project as a parallel method. 

Many other problems have been brought to the attention of the 
MCA committee since the passage of the new law. For example, the 
data required in food-additive petitions, other than on safety tests, are 
often of a nature that would be most difficult to provide even with 
ingredients generally recognized as safe for a particular purpose and 
thus exempt from the petition procedure. Such questions as these 
arise: In the case of incidental additives from food wrappers, what 
types of tests are to be used to determine the maximum amount that 
may migrate into foods when one considers the many types of foods 
that are wrapped, the variety of sizes, and the differing storage con- 
ditions? What is the probable consumption of a flavor ingredient 
used in many foods in quantum sufficit? Similar problems will arise 
under any amendment with respect to food colors. 


FDA’s Cooperation with Industry 

At this point it should be said that officials of FDA from Commis 
sioner Larrick on down have extended excellent cooperation to indus 
try in exploring these and many other problems. But industry must 
bear its full share of responsibility for seeking solutions. A number 
of associations representing food-industry suppliers suggest that more 
progress could be made on petitions if interassociation conferences 
were held. Some suggest that MCA should take the leadership in such 
a program. It is too early, however, to predict the ultimate role of 
MCA and its food additives committee on operations under the new 
law and amendments that may be suggested in the future. 

Even our limited experience, however, does justify brief comment 
on the June statement of Secretary Arthur Flemming directing atten 
tion to the low rate of filing of petitions on old food additives. This 
has been interpreted to mean that the Secretary believes the low rate 
is due to an unwarranted expectation that he will extend the March 
6, 1960 deadline. 


In my opinion the food industry and its suppliers are diligently 
endeavoring to complete and file petitions on old food additives as 
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required under the new law. But in preparing these petitions indus- 
try finds itself in much the same position as that described by HEW’s 
Assistant General Counsel for Food and Drugs, William Goodrich, 
who told the government-industry conference last November: 


Just before final passage of the food additive amendment, we could answer 
any question posed to us about its meaning and precisely how it would work 
But the day after passage, we had forgotten a great deal that we thought we 
knew, for we found to our dismay there were many difficult questions for which 


we had no ready answers 


If extensions beyond March, 1960, are requested, it is my convic 
tion that the Secretary’s decision should rest primarily on whether or 
not there is any real uncertainty about the safety of using existing 
additives during the time required to assemble data needed for peti 
tions. Clearly, this is the Secretary’s responsibility under the law, 
but if there is no real question regarding safety he should take full 
account of the complex and time-consuming problems faced by 


industry. 


Progress and Prospects 

During the past ten years, we in the chemical industry have come 
a long way. The poisonous-per-se concept—with the exception of the 
Delaney Amendment—has been replaced by the “safe for the intended 
use” principle, which represents gratifying recognition by the govern 
ment of the important role of additives in the country’s food supply 
The new law largely frees the chemical and food industries from the 
strait jacket of the per-se doctrine that was wholly unrealistic in the 
light of recent scientific development. 

Back in 1952, at the interindustry conference on chemicals in 
foods, which I mentioned earlier, Commissioner Crawford praised 
“the straight, decisive and courageous thinking that has characterized 
the chemical industry” and added that “its ability to recognize facts in 
complex confusions with fancy and surmise and theory can be 
applied with advantage to the problems before us today.” (7 Foop 
Druc Cosmetic LAw JourNAL 85, 95 (February, 1952).) 


I hope and believe that in the days ahead, as in the past, the Food 
Additives Committee of the Manufacturing Chemists’ Association can 
meet this test of useful public service. The complex problems facing 
us today call for a high degree of industrial statesmanship on the 
part of all of us who are involved in the operations of the new law 


[The End] 
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OON AFTER the enactment of the food-additives amendment 

of 1958, the storm clouds which enveloped the controversies over 
the procedural issues passed away. With the clearing of the atmos 
phere, the rocky road ahead for both industrial and governmental 
administrators has become more visible. This is a highly technical 
law in the scientific sense and, in some respects, its broad, vague lan 
guage is subject to variable interpretation. Features of the law have 
become highlighted which appear to have effects neither suspected 
nor fully appreciated while it was in the making. They principally 


concern substances used in foods prior to 1958. 


It is the purpose of this paper to discuss a few of the more pet 
plexing problems which are now troubling scientists in the regulated 
industries, namely, (1) the determination of whether a substance is 
or is not a food additive under the legal definition (Section 201(s) of 
the Federal Food, Drug, and Cosmetic Act, as amended); (2) the 
corollary question of how to deal with toxic substances present in 
foods in such trivial amounts as to pose no question of safety; (3) the 
question raised by the requirement of practicable methods for quanti 
tatively determining additives and their reaction products in foods; 
and (4) the problems arising from the well-motivated but loosely worded 


Delaney clause proscribing tolerances for cancer-inducing substances 


What Is ‘GRAS’? 


\side from certain specific statutory exemptions, the decision as 


to whether or not a substance is a food additive in the legal sense 
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The Director of Food and Drug Research Laboratories, Inc., New 
York City, Delivered This Speech Before the Division of Food, Drug 
and Cosmetic Law, Section on Corporation, Banking and Business 
Law, American Bar Association, on August 24, 1959, at Miami Beach 


hinges solely on its safety under the conditions of its intended use 
This decision rests not upon the unilateral opinion of the administrator 
of the law, but upon whether the substance is “generally recognized 
as safe” (GRAS) among qualified experts, the criterion being scientific 
procedures or experience in common use. The latter is applicable 
only to usage prior to 1958. The “experience in common use” provi 
sion came as close to meeting the needs of industry for a grandfather 
clause as Congress was willing to go. The President’s signature to 
the bill was hardly dry before the suspicion that this method of 
appraising safety would present serious difficulties became a reality 
for there is still no generally recognized means of establishing general 
recognition of safety. 


One suggested solution to this problem was, simply, the publica 
tion of an administrative proposal in the Federal Register or, alterna 
tively, the publication of a report in a scientific or technical journal 
In either case it was considered that unless the opinions as to safety 
reflected in the publication were seriously questioned or refuted, they 


would represent the generally prevailing view. 


Two proposed “exempt lists” have appeared in the Federal Register 


since the law was passed (one on December 9, 1958, the other on April 
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21, 1959). From subsequent action taken by the Food and Drug 
Administration, it can be assumed that mere publication of such pro- 
posals proved unsatisfactory as a means of establishing general recog- 
nition of safety. The more positive procedure of inviting comment by 
direct correspondence with some 800 experts, whose names were gar- 
nered through the cooperation of several national scientific societies, 
was later-adopted. It would be presumptuous to question the qualifica- 
tions of these experts in their respective fields, which cover a variety 
of scientific disciplines, including those mentioned in Section 121.3(e) 
of the regulations. However, personal discussions have revealed that 
many have felt themselves insufficiently informed with respect to the 
properties and uses of the substances about which their opinions were 
solicited. Extreme conservatives have declined to base a judgment as 
to safety solely on experience in common use. At the opposite extreme 
are those who adopt the rule of “innocence until guilt is proven,” that 
is, any substance in long use with no history of adverse effect on 
health is entitled to the presumption of safety until experience or 


experiments indicates otherwise. 


That it has not been easy for the FDA to arrive at a consensus 
from the replies of these experts, is suggested by the fact that neither 
of the proposed exempt lists has as yet resulted in a final order. The 
problem of general recognition might be easier to resolve if, instead 
of requesting their personal opinions concerning safety, the experts 
were asked whether, within their knowledge, the substances in ques 
tion were generally recognized by their colleagues to be safe or unsafe 


as currently used. 


The scientific literature raises no serious doubts about the traces 
of such substances as sulfur dioxide, mineral oil, formaldehyde, or even 
arsenic that occur as additives in foods. Like many other substances, 
they can easily be proved to be poisonous or deleterious per se and 
could have been proceeded against under Section 406(a) of the Federal 
Food, Drug, and Cosmetic Act. The fact that their presence has 
been administratively tolerated seemed to indicate that they had been 
generally recognized as safe in the amounts, and under the historical 


conditions, of use. 


Whereas FDA is to be commended for proceeding in its present 
laborious, but deliberate way to determine which additives are GRAS, 
this year of indecision finds many companies in a state of indus- 
trial schizophrenia. They are looking to FDA for guidance or assur- 
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ance, which perforce is slow in coming and, at the same time, they are 
turning to their suppliers for guarantees or certification of compliance 
with the new law. Unfortunately, neither the food industry nor the 
chemical industry has set up a procedure for ascertaining authori 
tatively and independently of FDA the GRAS status of additives. 
Hence, this period of groping and hoping may be expected to continue 
until March, 1960, and perhaps for some time thereafter. 


Problem of ‘“‘Lesser Fleas”’ 


Scientists in the food industry and in related industries are wondering 
whether and how the dictum of de minimis non curat lex will be applied 
in the administration of the food-additives amendment. One need only 
read Section 121.51 of the regulations, specifying the data to be sub- 
mitted in food-additive petitions, to appreciate the advantages of exemp- 
tion for substances present in foods in toxicologically inconsequential 
amounts. One of the purposes of amending the law was to acknowl- 
edge and permit the safe use of substances which per se are poisonous 
Under Section 406(a) of the Act, tolerances are allowed only after 
extensive toxicological studies establish that the technologically neces- 
sary or unavoidable use levels are safe. The information required for 
a food-additive petition as spelled out in the regulations appears far 
more extensive. A vast amount of technological and chemical, as well 


as biological, data is needed. 


There is ample precedent within the history of man and in the 
operation of his recent laws for accepting the presence in foods of 
contaminants in such minute amounts as to raise no question of 
safety. Spices and flavorings have received special exemptions under 
our labeling laws, partly because of the small fraction they represent 
in the total diet. Foods are sterilized and milk is pasteurized to 
destroy disease-producing bacteria and other bacteria, yet we know 
little about the chronic toxicity of the products of heat destruction of 
bacterial cells or of their metabolic residues. Except for certain fruits 
and food colors no tolerances have been established for traces of 
arsenic or heavy metals in many foods we eat. Even the purest chem 
icals contain negligible traces of impurities: 

sig fleas have little fleas 

Upon their back to bite em, 

And little fleas have lesser fleas 

And so, ad infinitum 
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To an extent, it would seem, the cost in terms of money, time and 
the human effort of running down the last molecule of an additive 
must be weighed against the additional security, if any, in terms of 


public health. 


No alarm has been felt by public-health officials generally over 
chemical contamination resulting from the use of food containers and 
packaging materials. Such hazards are, of course, trivial compared 
with the hazards of unsanitary food handling and distribution pre 
ceding the modern packaging era. Packaging materials such as paper, 
glass, metal and plastics are, by their very nature, composed essen 
tially of inert and insoluble substances. Nevertheless, under some cir 
more of their components may leach or rub off 
Even though the 


cumstances one or 
into foods with which they come into direct contact. 
maximum amounts may be of the order of a fraction of a part pet 
million, no escape from the provisions of the food-additives law is 
provided. Each substance must be handled on an individual basis and, 
more often than not, laboratory investigations as laborious as those 


for intentional additives are now required. So unimportant has this 


seemed as a health hazard that scientists in academic institutions o1 
in government health services have rarely concerned themselves with 


investigations in these areas 


Similarly, in the flavor field, a great number of substances, both 
natural and synthetic, are employed in extremely minute quantities to 


impart special character to imitation flavor blends. In many instances 
the total annual consumption in the United States does not exceed a 
few hundred pounds as, for example, methyl heptine carbonate—50 
pounds; furfuryl mercaptan—50 pounds; alpha-ionone—250 pounds ; 
and ethyl cinnamate—500 pounds. 


food consumption of 262 billion pounds, these amounts of flavor addi 


Based on an estimated national 


tives contribute to the diet as a whole only fractional parts per billion 
and less than a part per million in the particular foods or beverages in 
which they are used. While the total number of flavor ingredients 
reaches into the hundreds, the quantities used in the vast majority of 
cases would not be regarded as toxicologically significant. If sub 
stances in the flavor category are not declared eligible for GRAS status 
simply on quantitative grounds, a general deterioration of the flavor 
and acceptability of candies, cakes, beverages and desserts can be fore 
cast, since it is economically impossible to justify the cost of obtaining 


petition data for most flavor chemicals. 
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Analytical Roadblock 


It would seem obvious that when maximum limits are set for the 
amounts of additives in food, quantitative analytical methods are 
essential for regulatory control purposes. It is frequently the cas« 
that the technologically required or incidental levels are so minute 
or that the additives bear so close a chemical relationship to the foods 
that the development of sufficiently sensitive and reliable methods 
presents almost insurmountable obstacles. The more trivial the con 
centration and the more nearly like the food, the more difhcult is the 
problem. Frequently a method that is highly sensitive for a substances 


in one food medium may be inapplicable in another 


Both the statute and the regulations demand, as part of a petition 
practicable methods for determining the quantity not only of the 
additive in or on food, but of any substance formed because of its use 
It is hard to understand the necessity for this provision in the case of 
udditives which are so safe as not to require a tolerance limitation 
lhat there are, and will continue to be, cases of this nature is apparent 
not only from FDA’s proposed lists of additives exempt from tol 
erances, but from Section 409(c)(4), which, in defining certain 
administrative obligations, says “if, in the judgment of the Secretary 

a tolerance limitation is required.” As a matter of fact, it is 
hard to understand why a petitioner should have to submit data on the 
physical or technical effectiveness of any additive whose safety is such 
that no tolerance limitation is either requested or required, because 
this degree of functional evaluation applies only to additives subject 
to tolerance limitations. Most additives, such as those proposed by 
FDA for exemption, are self-limiting in their use by virtue of their 
effects on the flavor, color or texture of foods. Maximum practicable 
levels are usually well within the safe range. Organoleptic methods 


may be even more readily indicative of the presence of excessive 


amounts of such substances than are chemical methods 


Furthermore, it is very common for additives to undergo changes 
during processing or storage whereby neither they nor their reaction 
products can be identified in the complex milieu of the final food 
Examples are various leavening agents, oxidizing or bleaching agents 
enzymes, flavoring agents, neutralizers and buffering agents.  Inci 
dental additives, such as traces of migratory substances from pack 
aging materials (including adhesives) whose levels are so low as t 


justify de minimis consideration, may present the greatest difficulty 
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from the analytical standpoint. Yet unless administrative or legisla- 
tive liberalization of the requirement for analytical methods is p.o- 
vided, this is likely to prove a most serious impediment in the promotion 


of advances in food technology and packaging. 


Gratuitous Cancer Clause 

It will be recalled that many of the food-additive bills reviewed 
by the Subcommittee on Health and Science of the Eighty-fifth Con- 
gress, including the one endorsed by the Food and Drug Administra- 
tion, contained no provision specifically prohibiting a tolerance for 
carcinogenic substances. This policy was soundly defended on the 
ground that no substance should be tolerated which might render food 
unsafe in any respect, whether the potential risk be heart disease, 
kidney disease, liver disease, or any pathologic condition, including 
cancer. It was assumed that if a tolerance were established it would 
provide the necessary safeguard against any potentially carcinogenic 
additive. 

The last-minute concession to adopt a cancer clause was made as 
the price of gaining the support of Representative Delaney for the 
passage of the Administration’s bill. It declares, in effect, that no 
additive, regardless of the levels and conditions of use, shall be entitled 
to a regulation permitting its use if it is found to induce cancer in 
man or animal, either when ingested or after tests which are appro 
priate for the evaluation of the safety of food additives. The latter 
provision was inserted to allow for future development of testing 
methods not dependent on oral dosage. However, the cancer clause 
leaves open the question of what form noningestion tests might take 
and by whom they wouid be deemed to be appropriate. Methods 
based on subcutaneous injection or topical application would eliminate 
many substances as carcinogenic, including simple sugars, oils and 


fats, especially if heated, and smoked or roasted meats. 


On its face the cancer clause would appear to be reasonable pre 
cautionary legislation and in the public interest. However, careful 
analysis of its phraseology and current indications of how it is to be 
administratively interpreted lead to the belief that this bids fair to be 
a most impracticable and controversial feature of the new law, and 


one for which some remedy will be sought. 


While there is no doubt that the so-called Delaney clause has 


important popular and political support, it rests largely on emotional, 
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rather than on scientific, grounds. Less is known and more is sus- 
pected about the cause of cancer than about any other major cause of 
death by disease. Of the environmental factors charged with playing 
a causative role, food additives probably constitute the one about 
which the evidence is weakest. No case of human cancer has ever 
been scientifically proven to have resulted from the use of food addi 
tives. A few—very few—have under certain experimental conditions 


induced tumors in rats or mice; their use in food was banned long ago. 


The absolute exclusion of cancer-inducing additives is predicated 
on the theory that there is no maximum safe or “threshold” level for 
a dietary carcinogen. This is a widely debated question among phar 
macologists and oncologists and is the subject of recent critical study. 
It is extremely difficult, if not impossible, to put the linear or “no safe 
threshold” theory to the test since it requires lifetime studies on a 
theoretically infinite number of animals of many different species and, 
even then, necessitates certain assumptions in the transition of the 
data to man. Though it is not so abundant as might be desired, the 
weight of evidence unquestionably supports the concept that there is 
in fact a threshold dose for carcinogenic activity of chemical origin. 
Even in the case of radiation, where there may be some doubt as to 
the threshold theory, most atomic scientists acknowledge the need for 


practical tolerance levels. 


Some insight into the difficulties to be encountered in the enforce 
ment of the cancer clause may be gained by referring to the recent 
action of the FDA in rejecting new-drug applications for veterinary 
drugs containing arsenicals and estrogens. Although the safety of 
residues resulting from the previously permitted use of these sub 
stances must have been established to the satisfaction of the FDA, it 
now is construed that they are carcinogenic and hence prohibited not 
only in animal feeds (which are foods under the law), but in meat, 
milk and eggs. The law places no limit on the amount of a substance 
which may be required to induce cancer when ingested by experimental 
animals; it does not specify whether these animals be mammals, birds 
or fish; it does not define what is meant by “inducing” cancer, a term 
which can signify anything from a direct or primary relationship to 
a remotely causal relationship. The significance of the latter pos 
sibility can be realized from the rumored (though as yet unofficial) 
intention of FDA to regard a particular substance as carcinogenic on 


the ground that at excessive dietary levels it causes bladder stones in 
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rats which, when sacrificed for autopsy after two years, show the 
presence of bladder tumors. Many investigators consider these to be 
secondary effects, due to chronic irritation caused by the stones, and 


not primary tumors. 


If this interpretation of “inducing” cancer is to stand, one can 
forecast a process of gradual attrition, whereby many presently accept 
able veterinary drugs, pesticides and food additives will be eliminated 
from the scene. No one favors the presence in foods of substances 
which may cause cancer. However, no foods, or substances likely to 
be contained in them, have been proved to be carcinogenic under prac 
tical conditions. A few food additives have been placed on the suspect 
list by certain scientists because of their molecular composition or 
relationship to other chemicals, not because they have actually been 
found to induce cancer. Similar suspicion has been directed against 
hundreds of other substances to which man is exposed either occu 
pationally, environmentally or for therapeutic reasons. While sus 
picions can be translated into working hypotheses for purposes of 
scientific investigation, they do not constitute a sound, workable basis 
for prohibitory laws. We are witnessing the most active period in the 
history of research into the etiology of cancer and into methods for 
its detection in animals and man. Until scientific developments permit 
a clearer understanding of these problems it would seem premature 
to freeze regulatory controls over our food, air and water supplies 
which, if literally interpreted and rigidly enforced, would not only lead 
to inconsistencies and paradoxes, but would misdirect scientific effort 


away from the more likely causes of cancer. 


Bearing in mind the fundamental objective that all food additives 
be safe under their conditions of use, the administrative agency should 
be relied upon to prevent any hazard of dietary carcinogenesis without 
having to become ensnarled in legal entanglements out of proportion 
to real risks. The food-additives amendment could be just as effective 


without the Delaney clause as with it. 


In conclusion it is suggested that careful consideration be given 
to the practical operations of the food-additives amendment, particu 
larly with respect to (1) the evaluation of experience in past uses as 
a basis for exemption, (2) recognition of levels so inconsequential 
from the standpoint of safety as not to require regulatory control, (3) 
adjusting or waiving the requirement for practicable analytical methods to 


suit the circumstances and (4) revocation or, if necessary, amendment 








CURRENT PROBLEMS POSED BY AMENDMENT 


PAGE 583 


of the cancer clause so as not to prohibit tolerances for additives for 


which safe threshold levels can be established 


Finally, I believe I am reflecting the views of many scientists in 


urging more open discussion of these fundamental problems before, 


rather than 


after, important scientific policy 


decisions are made. 


Food-additive rulings are at least as vital to the regulated industries 


as are matters related to food standards and labeling of special dietary 


foods and, in no less degree, may benefit from the information and 


advice available from sources outside the enforcement agencies. 


Industry 


scientists and independent consultants stand ready to cooperate with 


the FDA either informally or at public hearings 


[The End] 


WASHINGTON—Continued from page 554 


the mails to promote medical quackery 
is at the highest level in history 

“Weight control is a serious medical 
problem for many people, and for many 
others it is a cosmetic or an esthetic 
problem with an important relationshiy 
to mental health and well-being 


“But these facts merely create an 
intense demand for an article that sci 
ence has not yet produced: a simple, 
safe and sane food, drug, or device 
which will bring about loss of body 


weight without exercise of the will to 


cut down the food intake 


“I consider it my 
of Health, Education, and 
do all I can to back up the 
Drug Administration in its program to 
fraudulent 


duty as Secretary 
Welfare to 
Food and 
protect consumers trom 
products which are sold in violation of 
the Federal Food, Drug, and Cosmetic 
Act. Currently, the Food and Drug 
Administration has a vigorous law en 
this field. But 
it is also important to help the public 
about obesity so 


torcement program in 


understand the facts 
that it will not be victimized by false 
And here again | 
American Medi 
National Better 
they 


claims and theories 

vish to commend the 
cal Association and the 
Bureau for what have 


Business 


done to bring the facts to public at 


tention, and to the attention of ad 


vertising media 


‘To summarize the important facts 


about reducing 

“Medical 
to almost 
This may be 


guidance can be important 


anyone who needs to lost 
weight true even for the 
wishing to lose only a few 


The possibility of undetected 


person 
pounds 
chronic disease, or the continuing need 
for health counseling and guidance, in 
dicate the wisdom of consulting a dox 
tor. The individual who wishes to lose 
a large amount of weight has a serious 


medical problem, and without excep 
tion needs expert guidance 

“Restriction of food is the principa 
factor in reducing 

“Exercise has a role in reducing, and 
moreovel Cal be ot general healt! 


benefit short 
duration can be helpful in reducing and 
to the general health condition. Here 


again, however, the amount and kind 


Mild exercise of 


of exercise best suited to the individ 
al’s needs and health can best be de 
termined by a physician 

“Finally, don’t believe those  fals¢ 
promises that one can eat as he please 
and still lose weight simply by using 
some food, drug or mechanical gadget 





By WILLIAM W. GOODRICH 


The Beginning Point Under the 
What Substances Do Qualified 








INCE there is to be a panel discussion of the food-additives amend 
ment in this program, I searched for something entirely different 
to talk to you about. 


\ review of my little desk diary which records the daily problems 
that pass my way clearly showed that one of the questions of para 
mount interest to government and to the regulated industries in the 
past year—Year I of the “age of safe food additives”’—has been how 
to establish the beginning point. Since I do not wish to intrude into 
the area assigned to the panel, my discussion will be concerned solely 
with how we are to decide which food chemicals are subject to the 
new safety procedures and which are not; I will not venture into how 
the amendment itself will work. Once this starting line is drawn 
you can get on with the job of marshaling the scientific proof that is 
needed to support the continued use of those additives that are soon 
to come under the critical eye of the new law. 

This initial point might have been marked solely by an arbitrarily 
chosen cut-off date. But that would have left untouched the very 
problem at which the new law was primarily directed: the use in 
the Nation’s dietary of additives about which either there is no scien 


tific proof of safety or there is wholly inadequate safety evidence 


\ legislative technique had to be found to exempt from the 
amendment common food ingredients such as salt and sugar, the 


safety of which have been proved by generations of food use, and 
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Food-Additives Amendment — 


Experts Generally Recognize as Safe? 





In This Paper from the August ABA Meeting at Miami Beach, the Assistant 
General Counsel for Food and Drugs, HEW, Indicates That the Government's 
Scientific Resources, as Well as Those Available to Industry, Can Better 
Be Turned to Resolving Real, Rather Than Fanciful, Questions of Safety 


the not-so-common ingredients which are nonetheless well known by all 
qualified scientists to be safe. At the same time all other food additives 
on which proof of safety is needed had to be clearly covered. 

The legislative description of the comparatively large group of 
exempt additives is expressed in general terms. A chemical in food, 
though it has all other attributes of a statutory “food additive,” is not 


an additive if it is: 


generally recognized, among experts qualified by scientific training and 
experience to evaluate its safety, as having been adequately shown through scie1 
tific procedures (or, in the case of a substance used in food prior to January | 


1958, through either scientific procedures or experience based on common us¢ 


food) to be safe under the condit.ons of its intended us¢« 

There are other exceptions in the basic definition, but the one 
quoted is of prime importance. It is also the base line for the initial 
application of the statute. 

Before parsing this language in search of all its meaning, it is 
well to recall that the idea itself is not new. Whether a drug is a 
“new drug,” subject to special advance safety-clearance procedures 


depends on whether its composition is such that it is not generally 
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recognized as safe among qualified experts. Even though scientific 
investigations have made the drug one which is generally recognized 
as safe by experts, it remains nevertheless a “new drug” until it has 


been used to a material extent and for a material length of time. 


Determining General Recognition of Safety 
To learn whether a particular chemical or drug is generally recog 
nized as safe by the whole scientific community, or the appropriate 
portion of it, is a difficult undertaking. Even while the food-additives 
legislation was in its early hearing stages before the House Committee 
on Interstate and Foreign Commerce, dissatisfaction was expressed 
by some Congressmen over the generality of this definition. They 


pressed the Department's witnesses to come forward with a better 


statement to describe the regulated substances. The Department, 
however, said that it was satisfied with the concept of general recog 
nition of safety and told the committee that this had worked success 
fully for more than 20 years under the new-drug provisions and that 
the industry could not be adversely affected by it because the govern 
ment would have the burden of proof in any regulatory action. We 
would have to establish that a particular chemical in food is not 
generally recognized as safe. Thus, it was said, any difficulty of proof 
would be on the government, not on industry. Of course, this is true 
in a regulatory action, but both government and industry share the 
present burden of the scientific reappraisal of additives in the Nation’s 
dietary to decide which are statutory “food additives” and which 
are not. 

There have been several estimates of the number of chemicals 
that are being used in food—how many are safe, how many are known 
not to be safe and how many are of unknown safety. These estimates 
from where we sit, it seems 


now are beginning to yield to the facts; 
Instead of the 


that all past estimates have been indeed conservative 
original 704 figure, used in the Delaney Committee reports, the num 
ber of additives to be categorized as safe, unsafe or uncertain under 


the new law will probably run considerably higher 


Identification for Exemption Purposes 
Taking first things first, we must identify all the additives that 
are generally recognized as safe. This will exempt them from the 


coverage of the new law. 
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General recognition of safety means that the substance is recog 
nized as safe by substantially all appropriately qualified experts. It 
is not enough that the experts employed by the Food and Drug 
\dministration regard a substance to be safe or that this belief is 
shared by our people and the scientists who developed and presented 
the data upon which we formed our opinions. Neither is it sufficient 
to be armed with unpublished data which, if presented to a group ot 
scientists, would support an opinion of safety. We think that the 
facts upon which experts generally can reach their conclusions of 
safety should be available in the published scientific literature and 
other material to which they ordinarily have free access. To be 
exempt from the new law, a substance should be generally reccgnized 
as safe on the basis of commonly available data rather than recogniz 


able as safe if pertinent data were to be made available 


Publication and Circulation of List of Additives 
Believed to Be ‘‘Safe’’ 

What we have done is to start with a list—admittedly incomplete 

of additives, classified by functional use, which our scientists believed 
would be generally recognized by other appropriately qualified scien 
tists as having been proved safe for their intended use, either through 
scientific procedures or by experience based on common use in food 
The list was published, it was circulated to a large group of qualified 
scientists, and views were solicited on whether they agreed with our 


belief that the listed substances are generally recognized as safe 


The thought was that if no comments were received, we could 
assume that the items not commented upon could be classified as 
safe and, thus, exempt. If we were way “off base” on some of the items, 


we could remove them from the list and insist upon proof of their safety 


Problem of Evaluation of Replies 

The replies now are in. The problem is what to do about them 
Some of the scientists said they could not express any opinion at all 
on the list as given; we would have to describe the chemicals with 
greater specifications and give the levels and other conditions of use 
before a proper answer as to any of them could be made. Several 
replied that they were unfamiliar with any proof whatever of safety 
on a number of the items. Still others raised questions of safety about 


common nutrients such as ascorbic acid, carotene and Vitamin ID 
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Others suggested that detailed specifications were needed for ingredi- 
ents such as acetic acid, sodium benzoate, the propionates and calcium 
chloride—to name only a few. Another group raised questions about 
impurities, some of which might possibly be carcinogenic, in carbon 
black, charcoal, and other listed ingredients. Some expressed views 
that certain additives should not be regarded as safe when much 
safer substitutes were available. Finally, some of the comments 
advanced the idea that pharmacological study is needed on some foods 
that are cooked, to determine whether they contain heat decomposition 
products which might possibly be harmful. 

Plainly, these comments express a wide range of points of view. 
They should provoke the most careful thought by our scientific ad 
visors, and a rational judgment will have to be reached as to whether 
the substances may remain on the “generally recognized as safe” list 
despite some of these comments which have been broadly summarized. 


Need for Solid Reasons in Making Proposed List 

We cannot, of course, ignore the views of the scientists. But the 
administration of the law cannot be allowed to bog down in remote 
possibilities conjured up in a resourceful mind. There must be a solid 
reason for striking from, or adding to, the proposed list. There must 
be a reasonable question about the safety of the additive as distin- 
guished from such remote possibilities. Brain-storming is a useful 
technique for bringing forth ideas, but all ideas expressed cannot be 
accepted as a basis for final action. 

The issue of general recognition of safety is being drawn into 
sharp focus in connection with the use of arsenicals and diethyl 
stilbestrol in animal feeds. If these drugs can be placed on the exempt 
list because appropriately qualified scientists generally recognize that 
scientific procedures or common use in food have shown them to be 
safe for their intended uses, they can escape the new law’s flat pro 
hibition against substances that have been shown to induce cancer 
when ingested by man or animal. If they are not exempt, diethylstil 
bestrol and inorganic arsenicals cannot be allowed in food. Our 
scientists believe that they have been shown to induce cancer when 
ingested by man or animal. The other hormone-like substances and 
the organic arsenicals are suspect because of a cancer potential and 
cannot be cleared for safety until the scientific doubt about them is 


resolved. 
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How, then, can we reliably learn whether these widely used 
feeding substances are generally recognized among experts as having 
been proved safe for their intended uses through scientific procedures ? 
Obviously, a proper polling of the right experts has to be made. How 
many of what experts must be asked what questions? A representative 
group of qualified experts in environmental cancer have to tell us 
whether an unbiased review of all the published scientific work estab 
lishes to the satisfaction of all of them that diethylstilbestrol, for 
example, is entirely safe for mixing into animal feed to achieve a level 
of ten milligrams per head per day, without the special manufacturing 
and control procedures and the labeled withdrawal time required under 
the new-drug provisions to assure a uniform additive that leaves no 
tissue residue. If this screening poll should indicate that there is, 
among this special group, general recognition of safety based on 
published reports of scientific procedures, then a wider audience of 
qualified experts might be polled to determine whether this view as 
to safety is generally held among scientists at large. Thus established, 
this scientific opinion would at once free the additive from the food 


additives amendment and from the new-drug controls. 


What happens if there is a small, but entirely reasonable, minority 
view? The only guidance we have from the cases would lead to the 
conclusion that the additive could not be generally recognized as safe 


so long as such a minority view persists. 


Merritt Corporation Case 

Merritt Corporation v. Folsom, CCH Foon DruG Cosmetic Law 
Reports { 7462, 165 F. Supp. 418, decided last year by the United 
States District Court for the District of Columbia, involved a drug, 
neomycin sulfate lotion, which had for some time been available for 
sale without prescription under labeling which offered it for the 
prevention of infections in the temporary, self-limiting conditions of 
minor cuts, burns and abrasions. Indeed, in 1955, preparations of this 
kind were declared no longer to be “new drugs.” By this, of course, 
we mean that our scientific advisors in 1955 held and expressed the 
view that the drug, when so labeled, would be generally recognized as 
safe by persons qualified by training and experience to have an opinion 
on it. Merritt Corporation offered the drug for the treatment of stub 
born skin conditions, including acne vulgaris—a chronic, recurring 


disease condition which requires treatment for a prolonged period 
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Medical affidavits were offered by both sides to support motions 
for summary judgment. Plaintiff's affidavits asserted that topical 
neomycin sulfate is generally recognized as safe for treatment of acne. 
The counteraffidavits denied this and asserted that there is a known 
likelihood that prolonged treatment would result in sensitization to 
neomycin and in cross-sensitization to streptomycin, another antibiotic. 
This possibility had recently been reported in the medical literature 
by a relatively small, but entirely reliable, number of medical investigators 

The district court found that there was a difference of opinion 
among medical men on whether topical neomycin sulfate is generally 
recognized as safe for the treatment of acne. It held: 

Where there is a genuine difference of medical opinion among the experts it 
must be concluded that the drug is not generally recognized as safe for use in the 
treatment of that disease 

This attitude of caution probably will be applied to the food 
additives amendment. Differences among experts on the question of 
general recognition of safety should subject the substance to the 
safety-clearance procedures of the new law. 

It is said that unanimity of opinion will hardly ever exist, and 
this may be so. Yet the differences of opinion on general recognitior 
of safety must be real and substantial ones and not some of the remote 
possibilities mentioned in the comments on our December list pub 


lished in the Federal Register 


Finalization to Require Mature Scientific Judgment 
and Adequate Limitations 

Finalization of that list is going to be a hard task, indeed. It will 
require the most mature scientific judgment and perhaps some im 
provement in the description and use limitations on the listed sub 
stances. But a realistic administration of the new law will not require 
unnecessary investigations of the toxic potential of substances that 
we have every reason to believe are entirely safe for their intended 
uses. Our own scientific resources, as well as those available to indus 
try, can better be turned to the job of resolving real, rather than 
fanciful, questions of safety [The End] 


CxO 








Food-Additives Procedures 


and Policies 


By ARTHUR A. CHECCHI 


The Author—Assistant: to Deputy Commissioner Harvey—Explores Current 
Food-Additives Topics Regarded by FDA as Most Lively: General Recogni- 
tion of Safety; Materials Migratory to Foods from Containers; and Status 
of Veterinary Drugs. He Delivered His Paper at the 1959 ABA Meeting 


N SEPTEMBER 6 we will observe the first anniversary of the 
food-additives amendment to the Federal Food, Drug, and Cos 
metic Act. While the amendment will not become fully effective for 
another six months after that, we have already had considerable 
experience with it and have had the opportunity of exploring a numbet 
of facets whose potential perhaps was not fully apparent when the 


legislation was in its formative stages. 


Those that seem to have generated the most interest fall into 
three areas: (1) the difficulty of establishing whether a substance ts 
generally recognized as safe, (2) the application of the law to sub 
stances which migrate to food from containers in finite amounts, but 
in quantities which cannot be detected by practicable means and (3) 
the handling of drugs which, when administered to animals, may leave 
residues in meat, milk or eggs. I shall not now explore the back 
ground of these points, but rather will confine myself to calling them 


to your attention, and telling you our position on them 


Mr. Goodrich has discussed with you the matter of general recog 
nition of safety. As indicated by his remarks, this is something which 
will require more thought and study by all of us. What will be the 
practical solution to the understandable desire of many of the experts 
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to have more information made available before they will comment 
definitely on our proposed “white lists” we do not know at this time. 
To prepare a “white list” setting forth the specifications of each sub- 
stance and a quantity limit on the amount that may go into various 
foods would be a monumental job that would require more facilities 
to undertake than we could devote to it at present or in the foreseeable 
future. I shudder to think of the difficulty in securing general agree- 
ment on each specification and each usage. I sincerely hope it will not 
come to this. If it does, we may be so hopelessly tied up with trying 
to figure out what is not subject to the amendment that we won't be 
able to deal effectively with that which is. 


Unfortunately, I’m not prepared at this stage to tell you what the 
final disposition of the so-called “white lists” will be. I wish I knew. 
About all that can be said is that we shall continue to publish pro- 
posals so that the scientific fraternity and the industry will know our 
thinking and have an opportunity to comment; we cannot promise 
when any final regulations setting forth white lists will issue, or what 
their form will be. We have, therefore, strongly urged, anyone who 
thinks he has sufficient scientific data to demonstrate the safety of an 
additive to file a petition seeking an order under the amendment rather 
than to hope that it will be categorized as generally regarded as safe. 


It’s a much faster and surer procedure. 


The situation with respect to materials migratory to food from 
containers has been under considerable scrutiny for several months. 
Here we have to deal with substances that migrate in very small quan 
tities—on the order of a part or two per million and often less. A part 
per million is a mighty small quantity. For example, if you put one 
drop of vermouth into a vat containing 55 fifths of gin you have one 
part per million of vermouth to gin; you also have a fairly dry martini. 
If you're interested in trying to visualize one part per billion, add 
55,000 more fifths of gin. You’ve got your part per billion; however, 
in the process you've probably ruined what might have been a promis- 


ing martini. 


Small though such quantities that we measure in parts per million 
or parts per billion are, they can be—depending on the nature of the 
substance—very important toxicologically ; thus, we cannot disregard 
them. The science of analytical chemistry has developed to the point 
where competent analysts can find parts per million and, in some 


instances, parts per billion of substances in known laboratory solvents; 
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however, it has not reached the point where chemists can always detect these 


small quantities in food, nor is it likely to for some years, if ever 


Much has been said about applying rules of de minimis and of 
“pharmacological insignificance.” While, obviously, consideration to 
such factors is always given in the administration of the laws of man 
including the Federal Food, Drug, and Cosmetic Act, and all of its 
amendments, these are not magic words nor can they be applied in 
making formal rulings under the food-additives amendment. If the 
identity and quantity of a substance in food is such that it is not gen 
erally recognized as safe—or otherwise outside the definition of “food 
additive’”—it cannot be permitted in food except through a regulation 
issued in accordance with the provisions of the amendment. We have 
said repeatedly that we will resist the issuance of any regulation 
designed to assure the safe use of a substance if there is no practicable 
means of enforcing it. No change in this policy is contemplated 
Wherever, to assure safe usage of a substance, we find it necessary 
to establish a quantitative limit on the amount that may be present 
in food either as a direct additive or as a migrant, we will insist that 
the petitioner first furnish a practicable analytical method for deter 
mining its presence quantitatively and qualitatively. If no tolerance 


is necessary, there may be no need for analytical methods 


Since, as I have indicated, accurate analytical methods may not 
always be available or practicable, there are alternative procedures 
which we think warrant consideration. For example, in the case of 
containers or equipment which may contribute migratory materials to 
food, it may be reasonable to take the position that where meaningful 
specifications for such materials can be drawn up and where it can be 
established that the most of any substance that can reasonably be 
expected to migrate from them under the most exaggerated conditions 
of use can be shown through the petition to be safe, all allowances 
considered, there would be no need for establishing tolerances for the 
migrants. This would require publication of the specifications of the 
parent material as part of the regulation. If we could adopt such a 
procedure, it would be only on an individual case basis and with the 


knowledge and consent of the petitioner. 


\nother reasonable approach in dealing with substances that are 
indirect food additives in quantities too small to measure may be 
through the establishment of a tolerance of zero, using an analytical 
method of sensitivity specified in the authorized regulation. This 
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might be acceptable where a practicable method can be developed for 
detecting in food a quantity of the additive known to be within safe 
limits. Obviously, we could not use this approach on substances that 
would fall within the “cancer clause” of the food-additives amendment. 
Here the zero tolerance would be absolute. 


The status of veterinary drugs under the food-additives amend 


ment has been about as lively a topic as any we've had. We think 
that the application of the amendment to these is unequivocally clear 
Our position on this matter, particularly with respect to the applica 
tion of Section 409(c)(3)(A)—the so-called “Delaney clause” of the 
amendment—to drugs that may also be food additives, is set forth in 
our policy statement of May 30, 1959. In essence, this statement calls 
attention to the fact that the food and drug provisions of the Act are 
not mutually exclusive. A drug, even though covered by an effective 
new-drug application, if added to animal feed or drinking water, may 
also be subject to the food-additives amendment. A drug administered 
by any route of administration other than through food or water may 
also be regarded as a food additive if, as a result of its use, there is a 
residue of it or its conversion product in the meat, milk or eggs of the 
treated animal. A new-drug application or proposed supplement to 
an existing effective application cannot be made effective for a drug 
that is also a food additive unless a permissive regulation under the 
food-additives amendment can be issued simultaneously. Thus, sub 
stances barred from food by Section 409(c)(3)(A) of the food-addi 
tives amendment cannot be authorized for use through the new-drug 
procedure under conditions whereby they will become components of 


food, even in safe quantities 


Outside of the Food and Drug Administration, this has been co1 
strued to constitute a complete ban on the use in veterinary medicine 
of arsenicals and estrogens. Such an interpretation is incorrect. The 
statement does not revoke any existing authority for the use of these 
substances granted pursuant to the new-drug or antibiotic sections of 
the Act. Admittedly, we have not cast aside this possibility, but at 
present we have reached no conclusion to make such revocations. If and 


when such is deemed necessary, ample advance notice will be given 


Our statement was not intended to mean that no arsenical o1 
estrogen can ever be sanctioned so long as Section 409(c)(3)(A) is 
on the books. We have no knowledge that all such substances induce 
cancer under the conditions set forth in that section. However, since 
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arsenic in certain forms and diethylstilbestrol have been shown to 
induce cancer under those conditions, an applicant who wishes to use 
an arsenical or estrogen must first establish that the particular sub 
stance in which he is interested does not induce cancer when ingested 


by man or animal. 


\ somewhat neglected point in the consideration of the applica 
tion of Section 409(c)(3)(A) in general is the fact that where a sub 
stance under its intended conditions of use is generally recognized 
as safe, it is not a “food additive,” within the definition of the Act 
Thus, it is always possible that certain of the arsenicals and estrogeni: 
substances used in food may fall into this category. While we will not 
take the initial steps in polling the experts on this particular questior 
of general recognition of safety, we have encouraged interested parties 
to gather and submit properly documented scientific views on the mat 


ter if they so desire 


On August 17 we announced, through amendment of the new 
drug regulations, a new policy which has a bearing on the questio: 
of veterinary drugs and food additives. The change serves to simplify 
the new-drug procedure by eliminating the need for filing supplements 
to effective new-drug applications when the change proposed is unim 
portant and has no bearing on the safe use of the drug. Among othet 
things, its effect will be to reduce to the fullest degree possible any 
unnecessary restriction or burden that the food-additives amendment 
might place on the holders of effective new-drug applications. A sup 
plement to a new-drug application which makes any change of signi 
ficance in factors involving safety, such as manufacturing control or 
procedures or changes in therapeutic representations, is in effect 
brand-new application, which incorporates, by reference, the informa 
tion from the original. Any decision or action taken on the supplement 
must be with full consideration of all regulations and laws pertaining 
to such matters at the time the supplement is being processed rather 
than those which were in effect when the original application was 
considered. Thus, if a supplement to an existing new-drug application 
which might involve a food additive is before us, we have to considet 
the food-additives amendment even though this was not in effect 


when the initial application was before us 


Essentially, all of the currently effective new-drug applications 
were processed prior to the effective date of the food-additives amend 


ment. We recognize that some of these could not have been made 
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effective had the food-additives amendment been law when they first 
came before us for consideration. However, until such time as we 
conclude that the revocation of any of these effective new-drug appli- 
cations is necessary, it seems that we should not put any false barriers 
in the way of persons who are presently operating within the frame 
work of such authorizations to making reasonable changes which have 
no bearing on safety. Also, under the new regulation whenever any 
person wishes to make a change in any of the conditions upon which 
a new-drug application was made effective, he may discuss with us 
whether the proposed change has any bearing on the safety of the 
drug for its intended use. Where we can conclude that it does not, 


we will not require the filing of a supplement. 


Before leaving the subject, there is one last point worthy of men- 
tion on the subject of drug residues in meat, milk and eggs. We have 
been asked many times when residue data will or will not be required. 
There is no definitive answer; however, in general, our approach to 
the problem is fairly simple. First of all, we prefer to have complete 
residue data wherever possible. Where the residue data in a new-drug 
application is incomplete, our scientists determine from such facts as 
are available, either from the application or elsewhere, whether it is 
necessary to request the applicant to make such studies. If they con- 
clude from the available data—including such factors as the identity 
and toxicity of the drug component, its anticipated behavior, and dura 
tion and other conditions of administration—that, under the conditions 
of use that can be expected, it is unreasonable to assume that any 
detectable quantity of the drug would be in the meat, milk or eggs 
that go into human consumption, no further residue data will be re- 
quired. Where our people think it is necessary, they'll ask for it. 


These, then, are what we regard as the most significant of the 
current developments. There are others of lesser over-all magnitude, 
but nonetheless important to individuals immediately concerned with 
them. I hope I will be pardoned if I have appeared to slight anyone's 


problems. No offense is intended. 


We know that there are still many question to be answered and 
while we think we've reached the point where we can respond to most, 
if not all—we nevertheless will as always look forward to your sug- 
gestions as to the best means of handling these matters in a manner 
that will be most equitable to all concerned and within the framework 
of the Federal Food, Drug, and Cosmetic Act. [The End] 








Money-Back Guarantees 
in the Sale of Drugs 
By EUGENE M. ELSON 


If Labeling, Apart from a Money-Back Guarantee on a Drug, Is ‘‘False or Mis- 
leading in Any Particular,"’ Will Such Guarantee Save It from ~ Successful 
Misbranding Charge? The Writer, a California Attorney, Studies the Question 


T IS COMMON KNOWLEDGE among those familiar with the 

drug business that for many years it has been the practice of some 
manufacturers or distributors of drug products to label, advertise and 
sell them with a so-called “money-back guarantee.” Particularly has 
this been so with sales by mail order. Many persons—manufacturers 
and some lawyers—consider such a guarantee protection as a matter 
of course from any attack against other representations made in con 
nection with the sale of the product. Not much has been said on the 
subject; it is, therefore, the purpose of this paper to analyze the 
problem in the light of the applicable federal statutes and the deci- 
sions of the courts construing them. 

The federal statutes involved are: (1) the Postal Fraud Order 
Statute (Title 39, USCA, Section 259), (2) the Mail Fraud Statute 
(Title 18, USCA, Section 341), (3) the Federal Trade Commission 
Act (Title 15, USCA, Sections 45. 52. 655) and (4) the Federal 
Food, Drug, and Cosmetic Act (Title 21, USCA). 

The guarantee under discussion is one which, in substance, offers 
to refund to the purchaser what he pays for the article if he is not 
satisfied with it. 

Postal Fraud Order Statute 
The Postal Fraud Order Statute provides in substance that if a 


person sends matter through the mails in the conduct of a scheme to 
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obtain money by false or fraudulent pretenses, the Postmaster Gen- 
eral, after hearing, may instruct the local postmaster to return all 
mail addressed to the one charged, with the stamp “Fraudulent” 
thereon. 

In an early case (Harris v. Rosenberger, 145 F. 449 (CA-8, 1906) ), 
an action was brought by one who had conducted a mail-order liquor 
business to enjoin enforcement of fraud orders issued. The district 
court issued an injunction, appeal was taken and the judgment was 
reversed. According to the court of appeals opinion, the plaintiff's 
business and his products were falsely represented in many particulars 
by means of circulars sent through the mail. These circulars also 
contained the following statement : 


We will guarantee the finest satisfaction. If you don’t receive the best and 
most satisfactory article that you ever obtained, return your shipment to us at 
our expense and we will promptly refund your money 


Only about six of those to whom sales were made complained, 
and their money was refunded. 

About the money-back guarantee and its effect defensively, the 
court said: 

The falsity of the representations and the appellee’s knowledge of their 
falsity being established, as they were, it was not an inadmissible view that 
the promise to refund the purchase price, if the goods were not satisfact 


and were returned, was cleverly devised to give apparent color and support 
to the representations. True, it appeared that, in a few exceptional instances 


ory 


where customers discovered and resented the deceit which was practiced upon 
them, the appellee refunded the purchase price in fulfillment of his promise, 
but it cannot be said that this necessarily or conclusively disproved any intent 
to defraud, particularly when it was not questioned that in all other instances 
he retained the money obtained by means of the deceit which he was practicing 

The reasoning in that case leaves something to be desired. It 
was the function of the district court to determine in the first instance 
whether there was an intent to deceive. By its decree it found such 
intent lacking. Also, if the plaintiff had returned to all purchasers 
what they had paid, whether requested to do so or not, the plaintiff 
would have been out of business as soon as he started. But be that 
as it may, the holding of the court of appeals was that when repre 
sentations are made to induce sales and those representations are 
many, material, false, and made with knowledge of their falsity, a 
“money-back guarantee” partakes of a further representation which, 
though not false in itself, is employed as an inducement to purchase 
and to represent in effect that what was said and was false, and know1 


to be false, was true in fact. 
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That interpretation was followed many years later in Farley v 
Heininger, 105 F. 2d 79 (CA of D. C., 1939), where the articles involved 
were mail-order dentures. The district court enjoined execution of a 
fraud order. The court of appeals found contrariwise that many of 
the claims were false and known to be so, and it reversed the judg 
ment, saying: 


When a business is “systematically and designedly conducted upon the plai 


of inducing its patrons, by means of false representations, to part with the 
money in the belief that they are purchasing something different from, superior 


to, and worth more than, what is actually being sold,” it becomes hlecthonshhh 
under the statutes in question, even though, as in the present case, there is a 
promise to refund the purchase price should the article sold prove unsatisfactory 

In a fraud-order proceeding before the Postmaster General, an 
actual intent to deceive is an essential ingredient (Reilly v. Pinkus, 
338 U. S. 269, 70 S. Ct. 110); where it is lacking, a fraud order will 
not stand. 

Thus, in Jarvis v. Shackleton Inhaler Company, 136 F. 2d 117 
(CA-6, 1943), the district court enjoined execution of a fraud order 
and the court of appeals affirmed. The product was for the relief of 
asthma, hay fever and sinus distress. On appeal it was said: 


Appellee’s business had existed for fifty years on its own merits. It had 
elicited favorable and unsolicited testimonials from numerous people of w 
challenged probity. Throughout its advertising occurred such words and phrases 
as “palliative,” “easing,” “relieve,” “may .. . assist.” There was the assertion 


that nearly everybody who used it found some aid, but no claim that it would 
cure deep-seated ailments. Prominently in all its advertising and letters was 
the money-back guarantee, an implicit reservation that the remedy did n 
could not, reach all cases. That it did reach many is undisputed from the 
testimonials 


It was emphasized by the court that no representation was made 
that the article was a cure for asthma and it was also emphasized 
that accompanying the shipments was a pamphlet saying: “We do 
not say that this remedy will effect perfect results in every case 
only imposters make such claims.” 

In conclusion it was said: 


There is nothing that discloses a scheme or stratagem to take money wit! 
fraudulent misrepresentation. The inescapable intendment of these advertis¢ 
ments was that appellee was offering a medicinal compound and apparatus whicl 


in many cases had given helpful results and that it might not do it ir 


o 


case was highlighted by the money-back guarantee 

Testimonials in a postal fraud order case would be admissible 
as bearing on lack of fraudulent intent. In a case where fraudulent 
intent is not a necessary ingredient (see U. S. v. Dotterweich, 320 
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U.S. 277, 64 S. Ct. 134 (1943)), they would be inadmissible as hearsay. 
(U. S. v. 50% Dozen Bottles of “Sulfa-Seb,” 54 Fed. Supp. 759 (DC 
Mo., 1944); Empire Oil & Gas Corporation v. U. S., 136 F. 2d 868 
(CA-9, 1943)). 

Similarly, in Pinkus v. Walker, 61 F. Supp. 610 (DC N. J., 1945), 
where the product was for fat-reducing, the district court, in enjoining 
execution of a fraud order, said: 

There was no indication that any of the advertisements held out the sug 
gestion that the reducing plan would effect miraculous results for all corpulent 
persons, or that all would be similarly benefited. The advertisements in every 
case contained a money-back guarantee which of itself indicated that this was 
not a universal remedy for all rotund figures. 

Finally, in Jeffries v. Oleson, 121 F. Supp. 463 (DC Calif., 1954), 
the district court also enjoined enforcement of a fraud order. The 
article in question was designed and advertised to aid the male in 
sexual intercourse, was to be worn externally and, as the court said, 
was not something to be taken internally to “affect the chemistry of 
the body in ways unmeasured and unseen”; and those factors being 
considered, there were no false claims of any materiality. The article 
was sold with a money-back guarantee, as to the effect of which the 


court had this to say: 
Plaintiff’s unqualified assurance of “satisfactory or money is refunded without 


things: that plaintiff had neither intent nor purpos« 


question” evidences two 
satisfactory to all 


to represent that use of the offered appliance would prove 


persons on any occasion or to any person on all occasions . and that it 
cannot be fairly said, under the circumstances shown by the record before the 
Postmaster General, that plaintiff had either intent or purpose to deceive or 


defraud any person who might be interested in putting the appliance to a trial use 

In the three cases last discussed it was found: 

(1) There was no scheme to defraud. 

(2) The product or article was not offered as a “cure-all.” 

(3) The advertising represented that it had helped in many cases, 
but might not do so in every case. 

(4) The product or article was, in fact, effective in many cases. 

(5) It was truthfully represented that if the product or article 
proved unsatisfactory to a particular user, his money would be re 
funded. The fact that there was a money-back guarantee was looked 
upon as evidence, in conjunction with the other circumstances, of a 
lack of any intent to deceive. 

Summarizing the postal-fraud cases, the following rules may be 
deduced: (1) If representations made for a drug are false and known 
to be false, a money-back guarantee is of no aid defensively. (2) If 
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the representations do not offer it as a “cure-all” but rather for certain 
purposes, with the added statement that it has aided many (and that 
is a fact) but might not do so in every case, a money-back guarantee 
would complete the defense to the charge. 


Mail Fraud Statute 

Under the Mail Fraud Statute, intent is likewise a necessary 
ingredient. Where a fraudulent intent is found to exist, a money 
back guarantee is no defense. In a case involving circulars sent 
through the mails, where false and fraudulent representations had 
been made concerning insurance policies, the circulars offered to 
refund the premium paid if, after the first ten days, the assured, 
upon inspection of the policy, did not want it (U. S. v. Sylvanus, 
192 F. 2d 96 (CA-7, 1951)). The defense contended on appeal that 
this offer “negatived any basis for a finding of fraud.” Brushing that 


aside, the court said: 


Under repeated decisions, the purchaser is entitled to rely upon the re} 
resentations made He need not distrust what is told him. (/T7C v. Standard 
Education Society {1932-1939 CCH Trape Cases § 55,170], 302 U. S. 112, 58 S. Ct 
113, 82 L. Ed. 141) The statute was intended to protect the gullible, the 
ignorant and the over-credulous as well as the more skeptical. (Whitehead ; 
U. S.. 5 Cir., 245 F. 385: Rudd v. U. S., 8 Cir., 173 F. 912.) It goes without 
saying almost that it is extremely difficult for a layman to understand ‘ 
terms and conditions of such policies as these, but whether the applicants | 
or did not read and understand the policies is beside the point. The quest 
was whether, upon the whole record, the representations were Ifa idulently made 


and this was a question for the jury 

Thus, in a mail-fraud case, though evidence of a money-back 
guarantee is admissible, it is merely evidence to be considered by the 
jury and does not, of itself, negative the possibility of a finding of 


fraudulent intent. 


Federal Trade Commission Act 

The Federal Trade Commission Act, in Section 52, provides in 
effect that it is unlawful for anyone to falsely advertise for the purpose 
of inducing, or for likely inducement of, the purchase of food, drugs 
devices or cosmetics, and that such false advertising is an unfair and 
deceptive practice within the meaning of Section 45 

Section 55 defines “false advertisement” in part as an advertise 
ment, other than labeling, which is misleading in a material respect 
The rest of that section, except the last paragraph which is not 
material here, follows closely, and in many respects is identical to, 


the “informative labeling” section of the Food, Drug, and Cosmetic 
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Act (Title 21, USCA, Section 321(n)). If drugs are falsely labeled, 
a “cease and desist” order may be issued (Section 45b). 

In Capon Water Company v. FTC, 1932-1939 CCH Trape Cases, 
107 F. 2d 516 (CA-3, 1939), a cease-and-desist order had been issued 
preventing the petitioner from representing that the mineral water 
sold by it would cure 52 named diseases. A money-back guarantee 
was advertised in conjunction with the sale. A petition to review 
the commission’s order was filed; in dismissing the guarantee as being 
of any aid, the court of appeals said: 

We do not believe that the money-back guarantee has any bearing 


the legal philosophy of the statute. Our bodies and not our pocketbooks are 


being protected. To restore the cash is not to restore the health 

Issue can be taken with the court’s statement if it meant to say 
that the legal philosophy of Sections 52 and 55 of the Federal Trade 
Commission Act is the protection of bodies and not pocketbooks. 
The Food, Drug, and Cosmetic Act prohibits false and misleading 
labeling of drugs (Title 21, USCA, Section 352a). The Federal Trade 
alse advertising “other than labeling.” 


Commission Act prohibits 
(a)(1).) It has been held that the pro 


(Title 15, USCA, Section 5 
tection of the “public pocketbook” is as much an aim of the Food, 
S 


; 
5 


Drug, and Cosmetic Act as is protection of the public health (U 
v. Seven Jugs “Dr. Salsbury’s Rakos,” etc., 53 F. Supp. 746, 752). No 
good reason appears why the same purpose does not apply and with 
more force to Sections 52 and 55 of the Federal Trade Commission Act 

A more plausible argument would have been that the “legal 
philosophy” of Sections 52 and 55 is to prevent any false advertising 
the purpose of which (1) is to induce or (2) which is likely to induce 
the purchase of the drug advertised (Section 52a) 

If the purpose of advertising is to induce the purchase of the 
drug advertised (and what other purpose would there be for advert 
tising?) and it is false, or if, regardless of the purpose of the adver 
tiser, it is likely to induce a purchase, then the statute is violated 
whether or not the advertiser offers to refund the purchase price if 
the buyer is not satisfied with the article, which would, of course, not 
come into play until after that which the statute proscribes—the 
inducement—has become accomplished. That, certainly, is a reason 
able construction, in which event a money-back guarantee accompany 
ing, or part of a false advertisement of, a drug would have no effect 
in relieving the advertiser from the consequences of his false adver- 


tisement. 
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Federal Food, Drug, and Cosmetic Act 


Section 352(a) of the Federal Food, Drug, and Cosmetic Act 
provides: “A drug or device shall be deemed to be misbranded: (a) if 
its labeling is false or misleading in any particular.” Very few re 
ported cases consider the effect of a money-back guarantee where 
a charge of misbranding is made. 

In a case arising under the 1906 Act, a quantity of mineral water 
was libeled for violation of that Act, charging that statements made 
concerning its therapeutic effect were false and fraudulent (Bradley 
v. U. S., 264 F. 79). The answer filed alleged “that the water was 
sold under a guaranty that those not satisfied with the result of the 
use of the water might have, their money back.” The opinion does 
not discuss the effect, if any, of the guarantee. The jury found for 
the government. From all that appears, the jury may have impliedly 
found that the guarantee was not made or was not made in good 
faith. The case is not of much help. 

Then, in the Sul/fa-Seb case (U. S. v. 5034 Dozen Bottles of “Sulfa 
Seb,” cited above), a libel was filed charging misbranding of a drug 
labeled as “a fungicide to relieve itching and treat and control the 
conditions resulting from infection around the follicles of hair.” The 
court pointed out that if the labeling is false or misleading in any 
particular the preparation is misbranded and that in deciding the 
question, all of the labeling must be considered, and that single 
words and phrases may not be lifted out and considered separately 
The label contained a “guarantee” that “return for refund must be 
made within two weeks of purchase,” which the court apparently 
viewed as a “money-back guarantee.” After analyzing the label, 
it was said: 

The impression then created by this label on the ordinary purchaser and 
»bserver, if he reads only the conspicuous words, is that here is a preparation 


that will be helpful in dealing with such common maladies as dandruff, falling 


hair, etc., and, if he descends into the minute type, that here is a preparation 


that will relieve itching in the scalp and that will beneficially affect a condition 


resulting from infection in the scalp. 

Finally, it was said that the question remaining was whether 
the preparation would do what the label represented and held that 
under the evidence it would not, and was, therefore, misbranded 
Nothing was said about the effect or lack of effect of the guarantee. 
It would seem to follow that the view of the court was that if the 

(Continued on page 614) 
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Editor's Note: The following is Part 1 of the third report of the Joint 
FAO/WHO Expert Committee on Food Additives, the genesis of 
which is described in the introductory section. Part 2 deals with 
“Provisional Specifications for Antimicrobial Preservatives and 
Antioxidants"’ and represents the results of an international effort, 
with strong industry collaboration, to establish specifications of 
identity and purity for 15 widely used antimicrobial preservatives 
and 16 antioxidants and synergists. Copies of this report will be 
available through the Columbia University Press, International 
Documents Service, 2960 Broadway, New York 27, New York. 


Specifications for Identity and Purity of Food Additives 


General Considerations—Introduction.—The Joint FAO/WHO Ex 
pert Committee on Food Additives met in Rome from 1 to 8 December 
1958. The meeting was opened by Dr. W. R. Aykroyd, Director, 
Nutrition Division, FAO, on behalf of the Directors-General of the 
Food and Agriculture Organization of the United Nations and the 
World Health Organization. Professor A. C. Frazer and Dr. H. C 
Spencer were unanimously elected Chairman and Vice-Chairman, 
respectively, for the session. The Committee consisted of twelve 
members invited by FAO and WHO. Observers were invited repre 
senting the International Bureau of Analytical Chemistry (BIPAC), 
the International Commission for Agricultural Industries (CITA), the 
International Dairy Federation (IDF), the International Union of 
Pure and Applied Chemistry (IUPAC) and the Permanent Inter- 
national Committee on Canned Foods (CIPC). Members of the staff 
of FAO and WHO acted as technical secretaries. 


604 








Background.—The Joint FAO/WHO Conference on Food Addi 
tives held in Geneva in September 1955' suggested a program, which 
the two Organizations might usefully undertake in this field. This 
program included the collection and dissemination of information on 
the chemical, physical, pharmacological, toxicological and other prop 
erties of individual food additives in the form of data sheets. Such 
information has been distributed by WHO on food colors, and addi 
tional data sheets are in preparation by the two Organizations on 
antimicrobial agents and antioxidants. It was also recommended that 
information should be collected and disseminated on the legal require 
ments relating to food additives in the Member Countries. A period 
ical publication, Current Food Additives Legislation, has been issued 
by FAO on a monthly basis since June 1956. It is intended to extend 
this activity to include studies of regulatory systems in individual 


countries in a series entitled “Food Additive Control.” 


In line with recommendations of the Conference, two Sessions of 
the Joint Expert Committee have been held and reports issued on 
“General Principles Governing the Use of Food Additives”? and 
“Procedures for the Testing of Intentional Food Additives to Establish 
Their Safety for Use.” 

The present meeting of the Expert Committee arises from recom 
mendations made at the previous meetings. The Joint FAO/WHO 
Expert Committee on Food Additives at its first session in December 
1956, stated that “food additives, many of which are not single 
chemical substances, should be identifiable in chemical and physical 
terms. The components of such mixtures should be described and the 
limits of reproducible composition defined. Such identification is es 
sential in order to compare the results of toxicity testing and to 
ensure that the additive tested is the additive which is used in 


practice.’ The Committee went on to say that the “presence of 


harmful impurities in food additives can be excluded most effectively 
by the establishment of specifications of purity.” It recommended 
that FAO and WHO arrange by appropriate means for a compre 


hensive review of this subject. The Joint Expert Committee in its 


‘Joint FAO/WHO Conference on Food No. 15: WHO Technica! Report Series, No 
Additives. Geneva, 19-22 September 1955— 129.) 


Report (FAO Nutrition Meetings Report ‘Procedures for the Testing of Inten 
Series No. 11; WHO Technical Report tional Food Additives to Establish their 
Series, No. 107.) Safety for Use. Second Report of the Joint 

? Joint FAO/WHO Expert Committee on FAO/WHO Expert Committee on Food 
Food Additives, First report. Rome, Italy, Additives. Geneva, Switzerland, 17-24 June 


3-10 December 1956 General Principles 1957 (FAO Nutrition Meetings Report 
Governing the Use of Food Additives Series No. 17: WHO Technical Report 
(FAO Nutrition Meetings Report Series Series, No. 144.) 


605 








PAGE 606 FOOD DRUG COSMETIC LAW JOURNAL—SEPTEMBER, 1959 


second report further recommended that a start should be made on 
groups of the more important food additives, such as antimicrobial 
preservatives and antioxidants. This Committee proposed that FAO 
and WHO should “convene a Joint FAO/WHO Expert Committee 
for the purpose of drawing up agreed specifications for a number of 


the more important food additives.” 


Terms of Reference—In the letters of invitation to members and 
observers, it was stated that in accordance with the foregoing recom- 
mendations “the Committee at its Third Session will consider specifi- 
cations and standards of purity of selected food additives, with special 
reference to antimicrobials and antioxidants.” A provisional agenda 
and a suggested list of the compounds to be considered were attached 


to the invitation. 


Advantages of Action at the International Level_——The Joint FAO 
WHO Conference in 1955 emphasized the advantages to be gained 
by international action with regard to food additives. The Committee 
considered such action to be particularly important in the development 
of specifications of purity for these substances. It is, of course, 
feasible for a single country to adopt specifications for a food additive 
which has been developed and tested within that country. However, 
other countries may be reluctant to adopt such specifications without 
further investigation. In view of the limited laboratory facilities 
throughout the world for carrying out such tests, any unnecessary 
duplication of effort should be avoided. An international committee 
under the auspices of FAO and WHO, representing as far as possible 
all points of view, which would pool all available knowledge on the 
subject, would appear to be a logical solution. The committee appre 
ciates that several other international organizations are interested in 


this field and is of the opinion that liaison should be maintained. 


The Need and Value of Specifications of Purity—The Committee 
gave initial consideration to the need and value of specifications of 
purity for food additives. It noted that for many years national 
pharmacopoeias and related compendia have contained specifications 
for the more important drugs and drug components. Recently the 
International Pharmacopoeia, published by the World Health Organ 
ization, has provided similar data at the international level. Standards 
of identity and composition of the common foods are to be found in the 


food legislation of many countries. However, except for chemicals 
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which are included in the pharmacopoeias and for certain of the 
synthetic food colors, no official specifications or standards of purity 
have been established for most of the chemical substances which are 
currently added to the world’s food supply. 


Value in Protecting the Consumer.—Whereas a natural food may 
vary in composition, sometimes to a considerable degree or in un- 
defined ways, considerations of public health dictate that, as a matter 
of principle, additives to food should be of known composition and 
purity. In fact, modern methods make it possible to produce chem 
icals of greater purity and uniformity by synthesis than is usually 
achieved by derivation from substances of natural origin. The adop 
tion of official specifications for food additives would give assurance 
to the consuming public that substances meeting established standards 
of purity are available for use in food. 

Value for Regulatory Purposes——At the present time most food 
legislation merely indicates by name the substances which may be 
used in a particular food. It is a well-known fact that chemicals are 
produced in a variety of technical and refined grades. Toxicological 
evaluation, which is a costly and time-consuming procedure, must be 
related to the particular grade or quality of chemical intended for use 
in food. The adoption of specifications of purity for food additives 
would provide a means of accurate identification of the additive for 
regulatory purposes and would limit the known undesirable ingredi 
ents or contaminants to acceptable tolerance levels. 

Value to Industry.—The existence of specifications, agreed upon 
by qualified specialists, serves to ensure a degree of reproducibility 
and of conformity to criteria of quality which are acceptable to both 
chemical manufacturers and food processors. Furthermore, estab 
lished specifications might well act as a guide in the development 
of new chemicals of a quality suitable for food use. 

It is important that specifications for identity and quality of a 
food additive should be no more stringent than necessary to accomplish 
their purpose and that they should be reasonably attainable by the 
producing industries. Otherwise, the consuming public would ulti 
mately bear an unnecessary additional cost of production and control 

Value in Determining Safety for Use One of the most important 
areas in which specifications of purity would be of particular value 
is in the determination of the safety for use of food additives. It is 


essential to know the identity and concentration of the major com 
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ponent or components of a food additive in order to carry out an 
effective toxicological investigation of its properties. Even small 
differences in composition of a compound may materially alter the 
results of toxicity tests. The investigator must also know the nature 
and quantity of the important impurities. Toxicologists have fre 
quently emphasized that impurities or minor constituents may have 
a significance far greater than their amounts might indicate. Informa 
tion relating to physical properties such as solubility, is also essential. 


In many animal tests, particularly with some of the relatively 
inert food additives, large amounts of the chemical are required and 
therefore the investigator must be certain that he has sufficient 
material of a uniform nature or a reliable source of the material of the 
same composition. In certain instances, years of animal studies have 
been discarded because the composition of the food additive changed 
during the test period. Furthermore, even if tests demonstrate beyond 
any reasonable doubt that a particular substance is safe for use, their 
value is impaired when the food additive used commercially differs 
significantly from the material tested. 

The results of a single investigation are not likely to answer for 
all time the question of the safety for use of a particular material 
The Joint FAO/WHO Expert Committee on Food Additives stated 
at its first session that permitted additive should be subjected t 


continuing observation for possible deleterious effects under changing 
conditions of use and should be reappraised whenever indicated by 
advances in knowledge. Specifications based on the material used in 
previous tests would therefore be of great value in making certain 
that a comparable product was employed in such reappraisals. The 
divergent results which are occasionally encountered in the toxicolog 
ical investigation of the same product may conceivably be due to 
variations in the composition of batches of the material under test. 


Source and Nature of Impurities—The purity of a food additive, 
as the term is here employed, refers to its freedom from substances 
other than those named in specifications. “Foreign substances” or 
“impurities” not included in the specifications may be, for example, 
simple inorganic salts or other substances not necessarily deleterious 
from the functional or safety standpoint. 

Impurities may arise from the raw materials used in the manu- 
facture of chemicals (especially when they are complex natural sub- 


stances), from reagents used in processing steps, from solvents used 
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in extraction or crystallization, and from equipment. They may also 
be unreacted intermediates or by-products formed in the course of 
processing, such as incompletely esterified acids or isomeric deriva 
tives. Products of decomposition during storage, such as may result 
from oxidation, hydrolysis, or polymerization, are likewise regarded as 
impurities. However, the constituents of polymeric or other mixtures 
of reproducible composition are not regarded as impurities if they 
contribute to the functional properties of the substance as a whole 


and are not deleterious 


Obviously contaminants like dirt, soot, rust, lubricants and insect 
fragments, must be avoided in manufacture, packaging and storage 
of food additives. Whereas their presence is generally revealed in the 
application of the tests given in Part II of this report, no specific tests 
for the detection and identification of these contaminants are included 

From the foregoing discussion it is obvious that, depending on 
the original materials and manufacturing procedure, impurities may 
be volatile or nonvolatile, organic or inorganic, deleterious or non 
deleterious. The important factors to be considered are: 

(a) Is the impurity one which might jeopardize the safe use of 
the food additive? 

(b) Is the amount of impurity sufficient to effect the activity or 


usefulness of the food additive? 


(c) Can the impurity be reduced in amount or avoided by goo 
manufacturing practice ? 

(d) Is the impurity of sufficient consequence to justify a limita 
tion? 

Whereas food additives are usually employed in relatively small 
quantities and traces of impurities may pose no serious health hazards, 
prudence dictates that reasonable limits be established for impurities, 
consistent with good manufacturing practice as judged by modern 
standards. For this reason it will be noted that a general tolerance 


limit is placed in the monographs in Part II on arsenic and lead, which 


may occur in traces as they do in naturally derived food additives 
and, indeed, in foods themselves, even under optimum conditions 
Lower tolerance levels are established in the case of those additives 
which are employed in relatively large proportion in foods. In par 


ticular cases, tolerance levels for other elements may be giver 
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Compilation of Information.—A primary consideration in the de 
velopment of specifications for food additives is the source of reliable 
technical data. It would appear logical as a first approach to examine 
the specifications for these food additives which appear in pharma- 
copoeias. The /nternational Pharmacopoeia is the result of an effort to 
unify terminology and specifications for drugs which varied widely 
from country to country. These specifications are not intended to 
be legal in any country but are to serve as references when national 
specifications are established and they are therefore widely used as 
a basis in the preparation of such specifications. 

However, many food additives have no medicinal or pharma 
ceutical uses and hence are not described in pharmacopoeias. Further 
more, there is no a priori basis for the assumption that pharmacopoeial 
standards are necessarily applicable to food use. An impurity, such 
as sodium chloride or calcium phosphate, or a given level of moisture 
or ash, which may be undesirable in a drug intended for parenteral 
or even oral use, might nevertheless be acceptable in a food additive 
Conversely, an impurity which could interfere with the functional 
or organoleptic properties of a food additive may not militate against 
its use as a drug. Furthermore, the requirement for sterility is highly 
significant in a pharmaceutical preparation intended for parenteral 
administration but is usually not important in a food additive. How 
ever, the likelihood that food additives may be consumed daily for a 
life span seems to call for specifications more stringent, at least in 
some respects, than are required for drugs which are generally ad 
ministered for short periods and under medical supervision. 

Despite these observations, the great amount of collaborative 
work which has gone into the development of specifications of purity 
for drugs and the wide agreement which has been achieved with 
regard to them would appear to justify consideration of pharmacopoeial 
standards for those food additives that are already used in pharmacy 
in the compilation of provisional specifications. These should then 
be subject to review by chemical manufacturers, food processors and 
technologists, regulatory agencies, and others concerned with this 
problem. 

\s for those additives not described in official compendia, it is 
necessary to seek information in the chemical literature and, especially, 
from industrial sources. It is generally recognized that most primary 


manufacturers of food additives exercise modern controls over produc- 
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tion and quality of end-products with the object of ensuring uniform 
composition as well as satisfactory and safe end-use. Reliance must, 
in large measure, be placed on the cooperation of manufacturing 
chemists for much of the data upon which provisional specifications 


are based. 


Items Included in Specifications—Choice of Food Additives for 
Which Specifications Are Required —The substances requiring specifi 
cation in the first instance are those which are added to food for 
purposes not directly related to increasing the nutritional value. No 
attempt is made to relate these substances to any particular use in 
food. The basis for inclusion of a substance is the fact that it is in 
common use as a food additive. The inclusion or exclusion of sub 
stances in these lists and specifications carries no implications of any 
sort with regard to their efficacy as food additives or their safety 
for use. 

Provisional specifications of two groups of food additives, anti 
microbial preservatives and antioxidants, are shown in Part II. The 
Committee wishes to emphasize that these specifications are drawn 
up only for purposes of identification of each substance and with a 
view to the establishment of a satisfactory level of purity for sub 


stances used as food additives. 


Details of Specifications—The main reasons for compiling these 
specifications have already been reviewed. In the opinion of the Com 
mittee, the specifications for each substance should be restricted to 
those items of information that can be regarded as useful for identifi 
cation and assay of the substance or the assessment of its purity 
In considering the specifications of any individual substance, the 
following points should be noted: 


rITLE—tThe name in the title is that in common usage 
SY N¢ IN YMS—To facilitate reterence to the specihications, other recognized 
approved names in common use are listed. Trade names are not included 
CHEMICAL NAME—This is in accordance with the nomenclature adopted 
by IUPAC and is inserted if it differs from the title 
EMPIRICAL FORMULA is given in the case of organic compounds 
CHEMICAL FORMULA is shown in the case of inorganic compounds 
STRUCTURAL FORMULA (if known) is given in the case of organie 
compounds 
MOLECULAR WEIGHT is given when known 
DEFINITION—The amount of the main substance that should be present 
is given as the percentage of material having a stated formula. A short des 
ve sentence indicating the origin of the material is included. if necessary It 
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is not considered feasible to give any detailed account of methods of manufacture 
although it is appreciated that the starting materials used and the processes of 
synthesis or purification may be highly relevant to the nature of impurities that 
might be present. 

DESCRIPTION—This describes the substance in terms of its appearance, 
taste, odor and other general properties 

IDENTIFICATION TESTS—lIn this section specific and nonspecific tests 
are included that should, either singly or collectively, enable the material to be 
identified. 

PURITY TESTS—tTests for impurities relative to the substances in the 
individual monographs are given in this section, and the tolerance limits are 
defined when necessary. It is assumed that all food additives should be products 
of high-grade chemical manufacture and that they should be free from dirt or 
other foreign matter. The nature of impurities that might be present in a food 


additive has already been discussed. In the case of arsenic and lead limits « 
3 and 10 mg./kg., respectively, may be considered acceptable unless otherwise 
stated in the specifications. The question of tolerance limits for mecury, cadmicm, 
selenium and fluorine was considered by the Committee. As traces of these 
elements in food additives may arise only in rare cases, the Committee agreed 
to fix limits only when these elements may be introduced through raw materials 


or conditions of manufacture. For copper and iron collectively a limit of 50 


mg./kg. is proposed, except where otherwise stated. It is stressed that those 
limits are established to ensure good manufacturing practice: in most cases, 
there is no toxicological risk involved at these tolerance levels in food additives 
The methods to be used for the detection and determination of the elements, 


unless given in the monographs, are shown in Appendix I 


ASSAY—The method described is considered by the Committee to be the 
most suitable method at present available. If this method involves the use of 
instruments or techniques which may not be generally available, an alternative 


assay method is included 


Distribution of Monographs of Provisional Specifications —The Com 
mittee considers that it is essential that each monograph should be 
carefully scrutinized by experts in various disciplines including the 
chemists responsible for the production of the substance under con 
sideration, food technologists, nutritionists and, in due course, toxi 
cologists. Unless the full cooperation of these various experts can be 
enlisted, the specifications can have little practical meaning or use 
fulness. It is, therefore, necessary to submit monographs appended 
to this Report with the appropriate comments contained in it to such 
regulatory agencies, industries or individuals as may be able to con 
tribute comments and suggest alterations or amendments. Manufac 
turers, who are often the only group in a position to know the full 
manufacturing details, should pay particular attention to the tests of 
purity proposed and recommend any additional safeguards that may 
seem desirable from their knowledge of the procedures used. When 


these have been obtained appropriate arrangements should be made 
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to incorporate any approved alterations and amendments in the pro 
visional specifications. This type of procedure has worked to the 
satisfaction of all parties concerned in the development of pharma- 
copoeial standards where co-operation between industrial, academic 
and governmental groups has been exemplary. This does not mean 
that disagreements between and within groups have not been en- 
countered, but that workable recommendations can only be reached 
by resolving such differences and by effecting reasonable compromises. 

Summary and Conclusions —The Committee presents some general 
observations on the problems attending the compilation of specifica 
tions for the identity and purity of food additives. Monographs giving 
provisional specifications for a number of antimicrobial preservatives 
and antioxidants in common use are appended. 

Examination of this problem reveals that there will be a continu 
ing need for compilation of specifications for further substances and 
for the review and revision of existing specifications. It might be 
appropriate for another session of the Joint Expert Committee to 
consider any necessary amendments to the monographs appended to 
this Report. 

The present session of the Joint Expert Committee is necessarily 
constituted with interests inclined toward the chemical aspect of these 
problems. Nevertheless, safety for use is an issue of greatest moment. 
The Committee appreciates that, in accordance with the recommenda 
tions and proposals made at earlier sessions of the Joint Expert Com 
mittee, further consideration should be given to the toxicological 
aspects of these problems. The timing of these dev elopments ( learly 
depends on the availability of adequate evidence upon which useful 
opinion can be based. The Committee understands that data sheets 
containing compilations of published information, similar to those 
already issued by WHO on food colors, will soon be available on 
antimicrobial preservatives and antioxidants. The Committee learns 
with satisfaction that a periodical Food Additive Control, providing 
informed comment on existing food additive legislation, is about to 
be published by FAO as recommended by the Food Additives Con- 
ference in 1955. 

The Committee therefore recommends that FAO and WHO 


1. should submit the Report and provisional specifications to 
appropriate regulatory agencies, industries or individuals requesting 


them to contribute comments or to suggest alterations or amendments ; 
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2. should consider convening another session of the Joint Expert 
Committee to compile provisional specifications for further groups of 
food additives. 

3. should consider convening a further session of the Joint 
Expert Committee for the subsequent evaluation of the evidence on 


toxicological aspects of food additives as soon as this is possible. 


| MONEY-BACK GUARANTEES—Continued from page 603 


product would not do what the label represented, it was misbranded 


notwithstanding a money-back guarantee. 


If a drug is properly labeled—not misbranded—there is, of 
course, no room to consider the effect of a money-back guarantee. 
If the labeling, apart from such a guarantee, could be said to transcend 
the limits of permissible “puffing” (whatever those limits may be) 
and make representations which were “false and misleading in any 
particular,” it is difficult to see how a money-back guarantee would 
help. On the other hand, if the labeling, apart from the guarantee, 
represented the product similarly to that in the Shackleton Inhaler 
case, the Jeffries case and Pinkus v. Reilly, all cited above, and the 
representations were true as in those cases, it is also difficult to see 
how it would be misbranded at all, and the only effect of a money 
back guarantee would be to emphasize or “highlight” that which was 
proper labeling. 


The net result seems to be that under the Food, Drug, and 
Cosmetic Act, if the labeling apart from the money-back guarantee 
is “false or misleading in any particular” such a guarantee will not 
save it from a successful charge of misbranding. 


A money-back guarantee has a useful purpose with the sale of 
drugs not misbranded. It shows the good faith of the manufacturer 
and his confidence in the product he sells. In the case of a misbranded 
drug, his good faith is immaterial. The statute prohibits labeling 
which is “false or misleading in any particular” and an offer to refund 
the purchase price can hardly make that true which is untrue. Rather, 
it tends “to give apparent color and support” to the false and mis 
leading representations and, if anything, aggravate them [The End] 
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